GOVT: MEDICINES CO-ORDINATION CELL (MCC)
Health Department, Khyber Pakhtunkhwa, Peshawar

Tentative Draft Bid Evaluation Report (BER)

WHEREAS preliminary detailed technical evaluation reports of all the bidders for MCC competition 2018-19 have been communicated to all the individual concerned bidders for their information and
necessary action in public interest; and WHEREAS many of the bidders have responded to this office in relation to their bids; NOW THEREFORE, this draft tentative bids evaluation report containing
cumulative technical score (out of a Maximum technical score of 70 marks) for each quoted item is hereby widely shared through the official website of Health Department, KP in public interest with
the following explainations for further necessary action by the concerned bidders:

1.

10.

11.

This list is a draft tentative Bid Evaluation Report (BER) evaluated by technical evaluation (T&E) committee to serve the only purpose of voluntary disclosure of information to facilitate ensuring
all the more transparency and equity in the bidding process by providing equal opportunities to all concerned bidders by enabling them to have access to information related to their bids in the
fairness of justice and competition; and

This list will be kept on this official website till 4.00 p.m. on Monday, ot July 2018; and

This draft technical evaluation report (BER) is only an information sharing document as explained above and not an approved legal document to have any authority or weightage or value for any
legal proceedings in any court of law or any other forum; and

Although every possible effort has been made to prepare this draft tentative BER, the same is being shared to further eliminate the possibility of any error, omission in terms of company name,
generic name, dosage form, strength and figures or words or other details related to the technical evaluation of items quoted by the concerned bidders; and

It is stressed to please note that this list is in no way a final approved Technical evaluation report to be used as an evidence or argument for technical qualification of firms against the products
for rate contracting from the lowest bidder or award or justification of supply contract / order to the selected bidder by the procuring agency; and

All possible efforts have been made to reduce human errors and omissions but still inadvertent errors and omissions may possibly be expected in this BER. All the bidders participating in this
bidding competition are expected and requested to thoroughly examine this bid evaluation report and point out any error or omission in terms of quoted Generic name, unit price, names,
strength, quantity, total marks obtained, etc. of products or any other details which have wrongly been entered into this list.

Any feedback related to errors and omissions must reach the office of Deputy Director Prequalification / MCC at Directorate General Health Services, Khyber Road, Peshawar not later than
4.00 p.m. on Monday, 09 July 2018 in written form duly signed and attested by the responsible relevant person of the bidding entity. The feedback may also be communicated through email
to Deputy Director Prequalification at the email address ddpreq@gmail.com; and

This list is only meant to rectify / correct the mistakes, if any that might have occurred during the data entry process for the already submitted technical bids before placing the same before the
Selection & Rate Contracting Committee MCC for its final approval. Therefore, no new or revised data in technical score, information, claim, explanation, etc. will be entertained for entering into
and / or in any way affecting and / or manipulating the list for the benefit to bidding competition by any bidder; and

All the bidders are welcome to comment on any deficiencies etc. in this list as related to their own quoted items only and not on their competitors and / or any other bidders in this list for any
other product quoted by some other bidder; and

Any comments, feedback etc. received after the above mentioned cutoff time and date (Para-7 above) due to any reason, whatsoever, will not be considered and the so finalized bid evaluation
report (BER) will be placed before the Selection & Rate Contracting Committee, MCC for its approval in the best public interest; and

The Selection and Rate Contracting Committee, at its discretion as per prevailing KPPRA Rules may decide to select for rate contracting, or otherwise, any quoted item mentioned in this draft
comparative technical evaluation report (BER) for the current biding competition 2018-2019.




COMPANY MANUFACTURER/ TECHNICAL
SH NAME IMPORTER REMARKS PRODUCT (S) QUALIFIED SCORE
The firm was not recommended due to non fulfillment of the below
mentioned documents 1. Original CGMP/EC Full quality
assurance/ Quality control and Free sale certlflcates duly gttested by Not Recommended 0
. embassy concerned were not present at the time of physical
IC1 Pakistan Importer inspection of the firm
Karachi
The firm is NOT RECOMMENDED due to TOLL manufacturing i.e. the
ICI Pakist.an Manufacturer guoted items were manufactured by Wyeth. The BID cover shget Not Recommended 0
Karachi clearly shows that only manufacturers/Importers are allowed in
bidding competition.
Bisoprolol Fumarate Tab 2.5mg 19
Bisoprolol Fumarate Tab 5mg 19
Bisoprolol Fumarate Tab 10mg 19
Fluoxetine Cap 20mg 19
Loratadine Tab 10mg 19
Metformin Hcl Tab 500mg 19
Vitamin B1, B6, B12 Tab 19
Vitamin B1, B6, B12 Inj 19
Martin Dow Diclofenac Sodium Inj 19
Marker Manufacturer Recommended Gentamicin Sulfate Inj 20mg 19
Karachi Gentamicin Sulfate Inj 80mg 19
Ferrous Gluconate Vitamin Cap 19
Carbamazepine Tab 200mg 19
Multivitamin Cap 19
Multivitamin + Minerals 19
19
Zinc Vitamin E, Vitamin C, Folic Acid and B- Tab 2.5mg
Complex
The firm was not recommended due to non fulfillment of the below
Cardiac Care Importer mentioned documents 1. Original CGMP/EC Full quality Not recommended 0

Lahore

assurance/ Quality control and Free sale certificates duly attested by
embassy concerned were not present for the quoted items at the




time of physical inspection of the firm

The active raw materials store was not used as dedicated storage
facility for the defined purpose and it was found that packing
materials, outer cartons/packing were also lying mixed with other

Lowitt . - . . . .
materials. Printing machines were installed in the active raw
Pharma Manufacturer . - ) Not Recommended 0
materials store. Finished goods storage was not satisfactory.
Peshawar . . . . .
Finished goods and raw materials were found lying mixed in the
same space. Finished goods were stored in the corridors,thus “NOT
RECOMMENDED"”.
Diclofenac Sodium Tab 50mg 35
Susp
Ibuprofen 200mg/5ml 34
i 90ml
Cibex Phat:ma Manufacturer Recommended m
Karachi . Syp 5mg/5ml
Cetrizine 34
60ml
Levofloxacin Tab 250mg 24
Famotidine Tab 40mg 24
Tinidazole Tab 500mg 47
Mefanamic acid Tab 250mg 44
Mefanamic acid Tab 500mg 44
Fluconazole Cap 50mg 36
Fluconazole Cap 150mg 36
Azithromycin Cap 250mg 35
Azithromycin Tab 500mg 30
. . Susp
i Azith
PfI.ZEI‘ zithromycin 200mg/5ml 35
Pakistan Manufacturer Recommended ; -
Karachi Ciprofloxacin Tab 250mg 34
Ciprofloxacin Tab 500mg 39
Doxycycline Cap 100mg 52
Levofloxacin Tab 250mg 34
Levofloxacin Tab 500mg 34
Lincomycin Cap 500mg 48
Lincomycin Inj 600mg/2ml 48
Amlodipine besylate Tab 5mg 37
Amlodipine besylate Tab 10mg 37




Prednisolone Tab 5mg 38
Alprazolam Tab 0.25mg 26
Alprazolam Tab 0.5mg 26
Fluconazole Inf. 2mg/ml 38
. . . Inj.
PfI'ZEI' Clindamycin 300mg/2ml 34
Pakistan Importer Recommended
. Prostene E2 ? 35
Karachi - -

Methylprednisolone Inj. 500mg 36
Methylprednisolone Inj. 1000mg 36
Aceclofenac Tab 100mg 32
Loratadine Tab 10mg 37
Ciprofloxacin Tab 250mg 37
Ciprofloxacin Tab 500mg 37
Levofloxacin Hemihydrate Tab 250mg 37
Artemether+lumifantrene T?b 40+.240mg 37

Dispersible
Artemether+lumifantrene Ta.mb 80+.480mg 37

Dispersible
Aspirin Tab 75mg 32
Rosuvastatin as Calcium Tab 10mg 37
] Sitagliptine+Metformin Tab 50+500mg 37

Highnoon

Labs Lahore Manufacturer Recommended Sitagliptine+Metformin Tab 37

glip 50+1000mg
Febuxostat Tab 40mg 37
Febuxostat Tab 80mg 37
Tamsulosin Cap 0.4mg 37
Pregabalin Cap 50gm 37
Pregabalin Cap 75mg 37
Pregabalin Cap 150mg 37
Formaterol Fumarate+Budesonide Inhaler 27

200mcg
Formaterol Fumarate+Budesonide Inhaler 27
400mcg

Ketotifen fumarate Syp 37




Tiotropium bromide Inhaler 18mcg 37
Syp,
Acefyline 125mg/5ml 36
(120ml)
Syp, 2mg/5ml
Chlorpheniramine maleate (1.20 mi) . 41
without unit
carton
Ciprofloxacin Tab, 250 mg 41
Ciprofloxacin Tab, 500 mg 41
Losartan potassium+ Hydrochlorthiazide Tab, 50 41
mg+12.5 mg
Risperidone Tab, 2 mg 41
Risperidone Tab, 4 mg 41
Carvedilol Tab, 6.25 mg 41
Cefixime Cap, 400 mg 46
. Clarithromycin Oral drops, 46
Nabigasim 125mg/5ml
10. . Manufacturer Recommended -
Karachi Clarithromycin Suspension, a1
250mg/5ml
Dinoprostone Tab, 3 mg 41
Lactulose (Szlséri'SSgBmI 41
Enema,
Sodium biphosphate+sodium phosphate 19.2g+7.2¢g 31
(2135ml)
Montelukast Sodium Tab. 10mg 46
Moxifloxacin HCL Tab. 400 mg 41
Chloroquine Syp. 60 ml 36
Topiramate Tab. 50mg 31
Quetiapine Tab. 100mg 41
Pregabalin Cap. 50 mg 41
Pregabalin Cap. 75 mg 41
Paracetamol 118575;3(()60 41




ml)

Susp. 250
Paracetamol mg/5ml (60 41

ml)

Syp.

32mg/5ml,
Aminophyline+Diphenhydramine+Ammonium 8mg/5ml, 31
Chloride+Menthol 30mg/5ml,

0.98mg/5ml12

0 ml
Rosuvastatin Tab. 10 mg 41
Levofloxacin Tab. 250 mg 41
Levofloxacin Tab. 500 mg 41
Febuxostat Tab. 40mg 41
Febuxostat Tab. 80mg 41
Fusidic acid 2%/15g cream 46
Duloxetin HCL Cap.30 mg 41
Duloxetin HCL Cap. 60 mg 41

. Syp. 20mg/5ml
Zinc sulphate (60ml) 46
Omeprazole Inj. 40 mg 39
Ceftriaxone sodium Inj. 500 mg 29
Ceftriaxone sodium Inj. 1g 29
Vancomycin Inj. 500 mg 39
Vancomycin Inj. 500 mg 39
Following observations were made at the time of inspection by the
inspection team,
Geofmann = Most of the quoted items were not present in the stability
11. Pharma Manufacturer Not Recommended 0
Karachi chamber.

= Stability chamber was installed in Feb 2018, which means
that most of their products in market have no stability




studies.
= Batch manufacturing record (BMR) was not properly
maintained.
= HVAC was not working in most of the sections at the time of
inspection.
= Mosquitoes were present in all air controlled areas.
= Granulation room was not properly maintained, due to
unclean surfaces in the granulation room mosquitoes were
also found in the granulation room i.e. room was not fit for
granulation purpose.
= Qverall cleanliness of the firm was not satisfactory.
Hence
NOT RECOMMENDED.

At the time of inspection, poor adherence to GMP, GSP and GLP,
was observed. Limited quantity of active raw material, which were
even arranged on loan basis. No separate arrangement of packing

12. Mgeiﬁg\ig?a Manufacturer for dry syrup. Stability Chamber was defective. Ceph. Section was Not Recommended 0

kept in dilapidated conditions; waste products were dumped up to

the entrance of the section and seemed kept for longer time, thus

“NOT RECOMMENDED”.
Albendazole Tab 200mg 36
Ketotifen Hydrogen Fumarate Tab 1mg 46
Ciprofloxacin HCL Tab 250mg 51
Ciprofloxacin HCL Tab 500mg 51
Cetirizine Dihydrochloride Tab 10mg 36
Clarithromycin Tab 250mg 46
. Clarithromycin Tab 500mg 46
Davis Pharma ; X

13. lslamabad Manufacturer Recommended Levofloxacin Hemihydrate Tab 250mg 51
Levofloxacin Hemihydrate Tab 500mg 51
Loratadine Tab 10mg 46
Iron Il Hydroxide Polymaltose Tab 100mg 46
Domperidone Tab 10mg 41
Azithromycin Tab 250mg 41
Azithromycin Tab 500mg 41
Ketotifen Hydrogen Fumarate 1mg/5ml syp 46




Cetirizine Dihydrochloride Syp 5mg/5ml 36
Iron Il Hydroxide Polymaltose Syp 50mg/5ml 46
Domperidone Susp 5mg/5ml 41
Sodium Chloride B.P...................2.68
Po_tass_lum C.hlorlde.B.P ............... 1.5g ORS 36
Trisodium Citrate Dihydrate B.P.... 2.9gm
Glucose Anhydrus B.P................. 13.5g
The following observationswere recorded by the
Penal of inspection team at the time of inspection.
Freesia e cGMP of “Plasti-med Turkey” was not available.
14. Enterprises Importer e cGMP of “Top Gloves Malaysia” was not available. Not Recommended 0
Rawalpindi e cGMP of “Ningbo Lake Medical Devices China” was not
available.
On the basis of above observations the firm is Not Recommended.
Ibuprofen Tab 400mg 39
Ibuprofen Susp 100mg/5ml 39
Levofloxacin Tab 250mg 34
Levofloxacin Tab 500mg 29
Moxifloxacin Tab 400mg 34
Rifampicin Susp 100mg/5ml 39
Artemether + Lumefentrine Tab 40/240mg 29
15, Pacific Pharma Manufacturer Recommended Artemethfarij Lumefentrine Tab 80/480mg 29
Lahore Acetyl Salicylic Acid Tab 75mg 29
Bisoprolol Tab 5mg 34
Aluminium Hydroxide + Magnesium Oxide + 200mg+100mg+2 79
Dicyclomine + Simethicone .5mg+20mg
Clomiphene Citrate Tab 50mg 34
Fusidic Acid 2% 39
The firm applied as an importer and manufacturer. The original free
Novartis sale & cGMP certificate dully attested by the embassy concerned
16. Pharma Manufacturer/ was not present at the time of inspections for imported products Not recommended 0
. Importer . . .
Karachi where as the manufacturing of the products were carried out in

GSK/Novartis which fall under the purview of TOLL manufacturing.




The bid cover sheet clearly showed that only
manufacturers/importers are allowed in bidding competition.

Hence NOT RECOMMENDED.

The firm was not recommended due to non fulfillment of the below
mentioned documents 1. Original CGMP/EC Full quality

Digital | i
'gital Imaging assurance/ Quality control and Free sale certificates duly attested by
17. Systems Importer . Not recommended 0
embassy concerned were not present for the quoted items at the
Lahore . o . .

time of physical inspection of the firm

Not Recommended
Diclofenac Sodium enteric coated Tab.50 mg 49
Fluconazole Cap.150mg 44
Cetirizine 2HCI Tab.10mg 44
Loratadine Tab.10mg 49
Montelukast Sodium Tab.10mg 54
Azithromycin Cap.250mg 44
Azithromycin fnulsp.ZOO mg /5 49
Cefixime Cap.400mg 54
Cefixime Susp.100 mg /5 54

ml 30ml
. Susp.200 mg /5
f 4
18. Meng:::\erma Manufacturer Recommended Cefixime ml 9
Cefpodoxime susp.40mg/5ml 44
Cefuroxime susp.125 mg 49
Cephradine Tab.250 mg 49
Cephradine Tab.500 mg 49
Cephradine susp.125mg/ 5 49
ml

Cephradine :]JISp'ZSO mg/ 5 49
Ciprofloxacin Tab.250 mg 49
Ciprofloxacin Tab.500 mg 54
Clarithromycin Tab.250 mg 49
Clarithromycin Tab.500 mg 49




Clarithromycin susp.125 mg 49
Levofloxacin Tab.250 mg 49
Levofloxacin Tab.500mg 54
Moxifloxacin Tab.400mg 49
Amlodipine Besylate Tab.5 mg 34
Amlodipine Besylate Tab.10 mg 34
Atenolol Tab.50 mg 49
Atenolol Tab.100 mg 49
Losartan Potassium Tab.50 mg 49
Famotidine Tab.40mg 34
Glibenclamide Tab.5mg 44
Glimepiride Tab.2 mg 44
Glimepiride Tab.4Amg 49
Alluporinal Tab. 300 mg 44
Risperidone Tab.2mg 34
The following observations were recorded by the
Penal of inspection team at the time of inspection.
e In RMS and FGS HVAC assembly was there but the Chiller was
19. Vision Pharma Manufacturer not installefj (non-functio'ning), no ,'AC was there also. Not Recommended 0
Islamabad e In one portion of production (IV fluid) HVAC was non-
functioning
On the basis of above observations the firm is
Not Recommended.
Chromic Catgut, 4/0, 20mm % circle round Wego Chromic
57
body needle Catgut
Chromic Catgut, 3/0, 20mm % circle round Wego Chromic
57
Akram body needle Catgut
20. Brothers Importer Recommended Chromic Catgut, 2/0, 30mm % circle round Wego Chromic 57
Lahore body needle Catgut
Chromic Catgut, 2/0, 30mm % circle round Wego Chromic
57
body needle Catgut
Chromic Catgut, 0, 30mm % circle round body | Wego Chromic 57

10




needle

Catgut

Chromic Catgut, 1, 30mm % circle round body

Wego Chromic

needle Catgut >7
Chromic Catgut, 2, 40mm % circle round body | Wego Chromic 57
needle Catgut
Chromic Catgut, 0, 40mm % circle round body | Wego Chromic 57
needle Catgut
Chromic Catgut, 1, 40mm % circle round body | Wego Chromic 57
needle Catgut
Black Silk, 4/0, 16mm % circle round body Wego Black 57
needle Bradied Silk
. . Wego Black
Black Silk, 4/0, 16mm 3/8 curved cutting Bradied Silk 57
Black Silk, 4/0, 25mm 3/8 circle curved Wego Black 57
cutting Bradied Silk
Black Silk, 3/0, 30mm ¥ circle round body Wego Black c7
needle Bradied Silk
Black Silk, 3/0, 20mm, 25mm % round body Wego Black 57
needle Bradied Silk
Black Silk, 2/0, 25mm, 30mm 3/8 circle Wego Black
: . . 57
cutting Bradied Silk
Black Silk, 2/0, 30mm, 40mm % circle round Wego Black 57
body needle Bradied Silk
Black Silk, 0, 30mm, 40mm cutting needle Wego Black 57
t ’ Bradied Silk
. Wego Black
Black Silk, 0, 30mm % round body needle Bradied Silk 57
. . Wego Black
Black Silk, 0, 30mm % cutting Bradied Silk 57
Black Silk, 1, 30mm % circle round body Wego Black 57
needle Bradied Silk
. . Wego Black
Black Silk, 1, 30mm 3/8 curved cutting Bradied Silk 57
. Wego Black
Black Silk, 1, 30mm round body Bradied Silk 57
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Wego Black

Black Silk, 1, 30mm 3/8 curved cutting Bradied Silk 57
Black Silk, 1, 40mm % circle round body Wego Black 57
needle Bradied Silk

. . Wego Black
Black Silk, 1, 40mm % Curved cutting Bradied Silk 57
Black Silk, 2, 40mm % circle round body Wego Black 57
needle Bradied Silk

. . Wego Black
Black Silk, 2, 40mm curved cutting Bradied Silk 57
Poly glycolic Acid, 8/0, 6mm micro point Wego PGA 57
spatula double
Poly glycolic Acid, 6/0, 8mm micro point Wego PGA 57
spatula double
Poly glycolic Acid, 6/0, Braided with Double Wego PGA 57
Needle
Poly glycolic Acid, 5/0, 13mm Taper point Wego PGA 57
undyed
Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ c7
5/0, 16mm % circle round body PGLA
Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ c7
4/0, 16mm 3/8 cutting PGLA
Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ 57
4/0, 20mm % round body PGLA
Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ 57
4/0, 16mm Cutting PGLA
Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ 57
4/0, 16mm, Round body PGLA
Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ c7
3/0, 16mm 3/8 cutting PGLA
Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ c7
3/0, 20mm % round Body PGLA
Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ c7
2/0, 25mm cutting PGLA
Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ 57
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2/0, 30mm % round Body PGLA

Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ 57
2/0, 30mm % circle round body PGLA

Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ 57
2/0, 36mm, 40mm taper point % C PGLA

Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ 57
2, 48mm % round body PGLA

Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ 57
2, 45mm, 40mm % round Body PGLA

Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ 57
1, 30mm % round Body PGLA

Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ 57
1, 40mm % round Body PGLA

Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ 57
0, 30mm % round Body PGLA

Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ c7
0, 40mm % circle round body PGLA

Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ c7
1, 40mm % circle round body needle PGLA

Poly glycolic Acid / Polylactic-co-glycolic Acid, | Wego PGA/ c7
1, 36mm, 40mm taper point %2 C 90cm PGLA

Polyproplene, 8/0, 8mm, 6.5mm 3/8 circle Wego Prolene 57
round body

Polyproplene, 7/0, 8mm 3/8 circle round Wego Prolene 57
body

Polyproplene, 6/0, 8mm RB fine double Wego Prolene 57
Polyproplene, 6/0, 15mm 3/8 curved cutting | Wego Prolene 57
Polyproplene, 6/0, 16mm 3/8 cutting curved | Wego Prolene 57
Polyproplene, 6/0, 8mm,13mm 1/2 Round

Body Double needle Wego Prolene >7
Eolyproplene, 5/0, 13mm % circle round body Wego Prolene 57
fine double

Polyproplene, 5/0, Double Needle, round

body double ended Wego Prolene >7
Polyproplene, 5/0, 15mm curved cutting Wego Prolene 57
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Polyproplene, 5/0, 16mm % circle round body

double Wego Prolene 57
Polyproplene, 5/0, 15mm curved cutting Wego Prolene 57
Polyproplene, 4/0, 15mm curved cutting Wego Prolene 57
Py

Polyproplene, 4/0, 16mm % circle round body Wego Prolene 57
double ended
Polyproplene, 4/0, 19mm cutting needle Wego Prolene 57
P

olyproplene, 3/0, 22mm round body double Wego Prolene 57
ended
Polyproplene, 3/0, 19mm cutting needle Wego Prolene 57
Polyproplene, 3/0, 24mm, 25mm cutting Wego Prolene 57
curved
Polyproplen.e, 3/0, 24mm, 25mm 3/8 cutting Wego Prolene 57
reverse cutting curved
Polyproplene, 3/0, 16mm curved cutting Wego Prolene 57

P

Polyproplene, 3/0, 25mm ¥ circle round body Wego Prolene 57
double ended
Polyproplene, 3/0, 25mm,30mm round body Wego Prolene c7
double ended
Polyproplene, 2/0, 30mm % round body Wego Prolene 57
Polyproplene, 2/0, 75cm, curved cutting Wego Prolene 57
30mm
Polyproplene, 2/0, 30mm % round body Wego Prolene 57
Polyproplene, 2/0, 25mm taper cut Wego Prolene 57
Pon'propIene, 2/0, 75mm , 60mm straight Wego Prolene 57
cutting needle
Polyproplene, 2/0, 75mm straight cutting Wego Prolene 57
needle
Polyproplene, 0, 40mm curved cutting Wego Prolene 57
Polyproplene, 0, 40mm % round body Wego Prolene 57
Polyproplene, 1, 30mm, 3/8 RB cutting Wego Prolene 57
Polyproplene, 1, 40mm % round body Wego Prolene 57
Polyproplene, 1, 30mm, 3/8 RB cutting Wego Prolene 57
Polydioxonone, 7/0, Wego PDO 57
Polydioxonone, 6/0, Wego PDO 57
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Polydioxonone, 5/0, Wego PDO 57
Polydioxonone, 4/0, Wego PDO 57
Polydioxonone, 3/0, Wego PDO 57
Polydioxonone, 2/0, Wego PDO 57
Polydioxonone, 1, Wego PDO 57
Polydioxonone, O, Wego PDO 57
IQ/O, NyI.on with double needle 3/8 C 6mm, Wego Nylon 57
micro point
Storage of finished product store was too congested; condition was
51 Ro.ck Pharma Manufacturer hot and humid. Transportation of fin‘ished prod.ucts was not .direct Not Recommended 0
Risalpur KP but through manufacturing area, which otherwise compromises
housekeeping of the production area, thus “NOT RECOMMENDED”.
The inspection team at the time of inspection observed that
e HVAC system was not functioning properly in all areas at the time
of inspection.
. * HVAC air balancing was not maintained as per the requirements
h English . ¢ and guidelines of manufacturing areas ded
22.\ P aTsrTaaPTE:J:C Manufacturer e The installed MAGNEHELIC gauges were out of order. Not Recommende 0
e Same premise was shared by Penicillin, Cephalosporin and General
Medicines without separation and segregation.
Not Recommended
Montelukast 10mg Tab 42
Montelukast 5mg Tab 42
Montelukast 4mg Sachet 42
Clarithromycin 250 Tab 27
Clarithromycin 500mg Tab 32
Clarithromycin 125 DS (30ml) Susp 32
CCL Pharma X X
23. Lahore Manufacturer Recommended Clarithromycin 125mg (60ml Susp 32
Fosfomycin 500mg Tab 28
Levofloxacin 500mg/100ml Inf 27
Levofloxacin 250mg Tab 32
Levofloxacin 500mg Tab 32
Moxifloxacin 400mg Tab 32
Rifaxamine 200mg Tab 32
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Rifaxamine 550mg Tab 32
Artemether 80mg Tab 38
Artemether 40/240mg Tab 38
Artemether 80/480mg Tab 38
Artemether 15/90mg (60ml) Susp 43
Clopidogrel 75mg Tab 48
Losartan + Hydrochlorthiazide 50mg/12.5mg | Tab 27
Losartan Potassium 25mg Tab 32
Losartan Potassium 50mg Tab 32
Valsartan 80mg Tab 37
Rosuvastatin 10mg Tab 43
Glimipiride 1mg Tab 28
Glimipiride 2mg Tab 38
Glimipiride 3mg Tab 28
Glimipiride 4mg Tab 33
Glimipiride + Metformin 1.0 Tab 28
Glimipiride + Metformin 2.0 Tab 28
Sitagliptin + Metformin 50/500mg Tab 33
Sitagliptin +Metformin 50/1000mg Tab 28
Vildagliptin 50mg Tab 32
Febuxostat 40mg Tab 27
Febuxostat 80mg Tab 27
Tamsulosin 0.4mg Cap 33
Escitalopram 10mg Tab 33
Levetiracetam 250mg Tab 28
Pregabalin 50mg Tab 28
Pregabalin 75mg Tab 33
Pregabalin 150mg Tab 28
Quetiapine 100mg Tab 27
Topiramate 50mg Tab 37
Ceftriaxone 500mg Inj 35
Ceftriaxone 1gm Inj 39
24 Global Pharma Manufacturer The firm is Recommended for the items quoted for Govt. MCC Ketorolac Inj. 30mg/ml 39
' Islamabad except for the water for Injection (WFI) manufactured by Vision Nalbuphine Inj. 10mg 34

16




Pharma given with the Dry powder injectables. Specifically 10ml Nalbuphine Inj. 20mg 34
which is mandatory with Ceftriaxone 1gm or any other higher Ciprofloxacin 250mg Tab 34
strength injection. Ciprofloxacin 500mg Tab 34
Levofloxacin 250mg Tab 29
Levofloxacin 500mg Tab 29
Linezolid 2mg/ml Inf 29
Rifampicin 300mg Tab 29
Tranexamic Acid 500mg Cap 44
Tranexamic Acid 250mg Inj 44
Tranexamic Acid 500mg Inj 44
Domperidone 10mg Tab 34
Domperidone 5mg /5ml Syp 34
Tamsulosin HCL 0.4mg Cap 29
Duloxetine 30mg Tab 29
Escitalopram 10mg Tab 29
Piracetam 200mg/ml Inj 34
Pregabalin 50mg Cap 29
Pregabalin 75mg Cap 29
Cefoperazone + Salbactum Inj. 1gm /Vial 32
Cefoperazone + Salbactum Inj. 2gm /Vial 32
Ceftriaxone Inj Inj. 500mg 36
Ceftriaxone Inj Inj. 1gm /Vial 36
Meropenem Inj. 500mg /Vial 36
Meropenem Inj. 1gm /Vial 36
Piperacillin/Tazobactum ::j 2.5gm/Vial 36
Piperacillin/Tazobactum Inj. 4.5gm/Vial 36
The following observationswere recorded by the
Penal of inspection team at the time of inspection.
25. Bio Labs Manufacturer ° CcGMP wa's expired (04/2/18) L Not Recommended 0
Islamabad e Poor environment control for “dry powder for injection”

(cracks in epoxy).
e 49% humidity in B-lactamase antibiotics RMS was recorded
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and observed.
e No temperature and humidity record in B-lactamase
antibiotics RMS.
On the basis of above observations the firm is Not Recommended.

26.

MTI Medical
Lahore

Manufacturer

Recommended

Esomeprazole Cap 20mg 34
Esomeprazole Cap 40mg 34
Omeprazole Ca 40mg 34
Omeprazole Ca 20mg 34
Levofloxacin 250mg 34
Levofloxacin 500mg 34
Iron(lll) Hydroxide Polymaltose 100mg 34
Ciprofloxacin Tab 250mg 34
Ciprofloxacin Tab 500mg 34
Moxifloxacin Ta 400mg 34
Fluconzole C 150mg 34
Azithromycin Ca 250mg 34
Iron(lll) Hydroxide Polymaltose 120ml 34
Azithromycin Su Suspension 34
Cetirizine 60ml 34
Paracetamol 60ml 34
Paracetamol 100ml 34
Tamsolusin Cap 4mg 34
Celecoxib Ca 200mg 34
Domperidone Suspe 60ml 34
Domperidone Suspen 120ml 34
Ibuprofen Suspe 60ml 34
Ibuprofen Suspe 90ml 34
Ibuprofen Suspen 120ml 34
Clarithromycin Suspe 30ml 34
Clarithromycin Suspe 30ml 34
Ondansetron Inj 8mg 34
Ketorolac Tromethamine | 30mg 34
Dopamine HCL Injection 34
Iron Sucrose Injection 34
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Amikacin(as Sulphate) mg Injection 34
Amikacin(as Sulphate) mg Injection 34
Ketamine(as HCL) mg Injection 34
Norepinephrine Bitartrate Ngreplne 34
Injection
Zinc sulfate monohydrate mg Syrup 34
Ceftriaxone Sodium IV 2gm 36
Ceftriaxone Sodium IV 1gm 36
Ceftriaxone Sodium IV 500mg 36
Ceftriaxone Sodium IV 250mg 36
Ceftriaxone Sodium IM 500mg 36
Ceftriaxone Sodium IM 250mg 36
Cefotaxime Sodium IV 1gm 31
Cefotaxime Sodium IV 500mg 31
Cefotaxime Sodium IV 250mg 31
Ceftaxidime Sodium Carbonate IV 250mg 31
Ceftaxidime Sodium Carbonate IV 500mg 31
Ceftaxidime Sodium Carbonate IV 1gm 31
Cefoperazone Sodium IV 1gm 31
Cefuroxime Sodium Inj 750mg 31
Cefuroxime Sodium Inj 5gm 31
Vancomycin as Hydrochloride Ly.oph'|I|zed 31
Injection 1gm
Vancomycin as Hydrochloride Lyophilized 31
Injection 500mg
. . Lyophilized
Acyclovir Sodium Injection 250mg 31
Acyclovir Sodium Lyophilized 31

Injection 500mg

27.

Biogen
Pharma
Islamabad

Manufacturer

The following observationswere recorded by the

Penal of inspection team at the time of inspection.

e cGMP was expired (20/09/2017).
e |n FGS, AC was out of order.
e Poor documentation.

Not Recommended
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e Real time stability chamber was out of order.
e Very congested.
On the basis of above observations the firm is Not Recommended.

ZJans Pharma

At the time of inspection, poor adherence to GMP, GSP and GLP,
was observed. Sources of most of the Active Raw Material were not
traceable. Injectable area was closed.Injectable area was inspected
on demand on 2™ visit, even then the section was not functional

28. Peshawar Manufacturer and without electricity back support due to which sterility may be Not Recommended 0
compromised during break down.Finished Goods were stored in the
corridors besides Finished Good Store and even without pallets, thus
“NOT RECOMMENDED”.
Insufficient human resource. Quality control activities were poorly
Roryan performed. The solutions were marked with pencil which is not a
29. Pharma Manufacturer good practice. Active raw material in limited quantity with no Not Recommended
Peshawar traceability. Thus
“NOT RECOMMENDED”.
Cefotaxime Inj 250mg 45
Cefotaxime Inj 500mg 50
Cefotaxime Inj 1000mg 45
Linz Pharma Ceftazidime Inj 500mg 50
30. Karachi Manufacturer Recommended Ceftazidime Inj 1000mg 45
Ceftriaxone Inj 500mg 50
Ceftriaxone Inj 1000mg 50
Cephradine Inj 1000mg 45
The following observations were recorded by the
Penal of inspection team at the time of inspection.
e No stability data was provided.
31 Ipram Pharma Manufacturer e Poor documentation in QC Not Recommended 0

Islamabad

e No dissolution data
e HVAC was non-functioning in RMS
e HPLC was out of order
On the basis of above observations the firm is Not Recommended.
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Ketorolac Inj 30mg/ml 46
The inspection team at the time of inspection observed that
GSP was not followed for Cephalosporins, Cefoperazone+ salbactum | 1ramadol HCL Inj 100mg/2ml 46
raw material was stored at room temperature though the label _ o Tab
stated the storage temperature as 2-8 °C. Losartan potassium+ Hydrochlorothiazide 50mg+12.5mg 46
QC released and Quarantined materials were placed in the same Drotaverine HCL Tab 40mg 51
FYNK Pharma . .

32. Lahore Manufacturer area (In cephalosporin section RMS). Drotaverine HCL Inj 40mg/2ml 51
HVAC was not functioning properly in the inject able section at the Ranitidine HCL Inj 50mg/2ml 51
time of inspection o Cream

Betamethasone+Gentamicin 0.05%+0 1% 41
Stability data for dry injections was not maintained properly. o
Recommended for Tablet and Semisolid Section only Fusidic acid Cream 2% w/w 46
Cholecalcefirol Inj 3mg/ml 46
20mm % circle round body needle Trugut Chromic 39
20mm % circle round body needle Trugut Chromic 39
25mm % circle round body needle Trugut Chromic 39
30mm % circle round body needle Trugut Chromic 39
30mm % circle round body needle Trugut Chromic 39
40mm % circle round body needle Trugut Chromic 39
40mm % circle round body needle Trugut Chromic 39
40mm % circle round body needle Trugut Chromic 39
. 16mm % circle round body needle Trusilk 39
33. Bajwa Sons Importer Recommended 16mm 3/8 cutting curved Trusilk 39
Lahore ; .

30mm % circle round body needle Trusilk 39
30mm % urc!e round body needle Trusilk 39

(reverse cutting)
30mm round body cutting needle Trusilk 39
30mm % round body needle Trusilk 39
30mm % circle round body needle Trusilk 39
30mm % curved cutting Trusilk 39
40mm % circle round body needle Trusilk 39
40mm % round body cutting Trusilk 39
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40mm % circle round body needle Trusilk 39
50mm curved cutting Trusilk 39
micro point spatula double Trucryl 39
micro point spatula double Trucryl 39
Polyglyctin Braided with Double Needle Trucryl 39
20mm % round body Trucryl 39
16mm Cutting round body Trucryl 39
17mm Non cutting Trucryl 39
20mm % round Body non cutting Trucryl 39
26mm 3/8 reverse cutting Trucryl 39
30mm % round Body non Cutting Trucryl 39
45mm % round Body Non cutting Trucryl 39
40mm % round Body Non cutting Trucryl 39
30mm % round Body Non cutting Trucryl 39
40mm % circle round body Non cutting Trucryl 39
40mm % circle round body needle Trucryl 39
8mm CRB fine double Trulene 39
12mm 3/8 reverse cutting Trulene 39
16mm 3/8 cutting curved Trulene 39
13mm % circle round body fine double Trulene 39
Polypropylene with Double Needle,

rou»::j b?cljy double ended Trulene 39
16mm % circle round body double Trulene 39
ended

19mm cutting curved Trulene 39
19mm cutting curved Trulene 39
16mm cutting curved Trulene 39
25mm % circle round body double ended | Trulene 39
30mm % round body Trulene 39
25mm taper cut Trulene 39
75mm straight cutting needle Trulene 39
30mm % round body Trulene 39
40mm % round body Trulene 39
Nylon with Double Needle 3/8 ¢ Micro Trulon 39
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Point 10/0

34.

GSK Karachi

Manufacturer

Recommended

Paracetamol 500 mg tab 30
Paracetamol 120/5ML mg 32
Paracetamol 250 mg/5 ml 32
Albendazole 4% 200 mgt ab 32
Albendazole 100 mg 34
Fluconazole 150 mg 40
Chlorphenirarnine Maleate 4 MG 30
Chlorphenirarnine Maleate 2mg/5 120 ml 30
ml

Cetirizine 10 mg 40
Cetirizine 60 ml 42
Levoetirizine 5mg 34
Amikacin Sulphate 100 mg 29
Amikacin Sulphate 500 mg 24
Amoxycillin 250mg 30
Amoxycillin 500 mg 30
Amoxycillin 250mg/5ml 32
Amoxycillin + Clavulanig Acid 375 mg 32
Amoxycillin + Clavulanig Acid 625mg 32
Amoxycillin + Clavulanig Acid 1gm 32
Amoxycillin + Clavulanig Acid 156.25mg/5ml 34
Amoxycillin + Clavulanig Acid 62.5 mg 34
Amoxycillin + Clavulanig Acid 312.5mg 34
Ampicillin+Cloxacillin 500 mg 25
Ampicillin+Cloxacillin 250 mg 25
Cefuroxime 250 mg 29
Cephradine 250 mg 40
Cephradine 500 mg 40
Cephradine 125 mg/5ml 42
Cephradine 250 mg/5 ml 42
Ciprofloxacin 250MG 39
Ciprofloxacin 500MG 39
Co-Trimoxazole(Sulphamethoxazole 400+80 34
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+Trimethoprim)

Co-

Trimoxazole(Sulphamethoxazole+Trimet | 800+160 34
hoprim)

Co_-Trlmoxa.zoIe (Sulphamethoxazole + 5oml 36
Trimethoprim)

Co-Trlmoxazgle(SuIphamethoxazole 5oml 36
+Trimethoprim)

Doxycycline 100MG 35
Factor VIII 250 iu/10/vial 29
Heparin Sodium 250 iu/10/vial 29
Captopril 25mg 35
Betamethasone 7.5 ml 34
Betamethasone + Neomycin 7.5 ml 34
Fluticasone Nasal Spray 25
Fluticasone Nasal Spray 24
Lignocaine + Polymaxine 31
Ranitidine HCI 2 ML 40
Thyroxine Sodium 50 mcg 39
Allopurinol 100 mg 30
Allopurinol 300 mg 30
Lamotrigine 50MG 25
Levotriacetam 250 mg 24
Levotriacetam 500 mg 24
Procyclidine HCL 5 MG 30
Fluticasone Propionate +Salmeterol 125mcg+25 mcg 25
Fluticasone Propionate +Salmeterol 125MCG+25 MCG 25
Fluticasone Propionate +Salmeterol 125MCG+25 MCG 25
Fluticasone Propionate +Salmeterol 125MCG+25 MCG 25
Salbutamol 2MG 42
Salbutamol 4 mg 42
Salbutamol 120 ML 44
Salbutamol 20 ml 42
Salbutamol 0,5mg/ml 42
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Betamethasone 7.5 ml 44
Betamethasone 20 gm 40
Betamethasone 20gm 40
Betamethasone 60ML 40
Dermovate cream 10 gm 41
Clotrimazole 10 gm 30
Clotrimazole 60 ml 25
Permethrine 30gm 31
Permethrine 60 ml 31
Polymyxin B Sulphate +Bacitracin zinc 20gm 31
Amoxycillin + Clavulanig acid 600 mg 25
Amoxycillin + Clavulanig acid 1.2mg 25
Ceftazidime, 500mg 36
Ceftazidime, 1gm 36
Ceftriaxone 500mg 36
Ceftriaxone 1Gm 36
Cefuroxime 1.5mg 36
Cefuroxime 750 mg 36
Cephradine 1lgm 36
Cephradine 500 mg 36
Amlodipine Tablets 5mg 46
Amlodipine Tablets 10mg 46
Atenolol Tablets 50mg 41
Atenolol Tablets 100mg 41
Cetirizine Tablets 10mg 41
Novamed C.etirizine . Syrup 1mg 41
35. Pharma Manufacturer Recommended C!profloxac!n Tablets 250mg 46
Karachi Ciprofloxacin Tablets 500mg 46
Clarithromycin Tablets 250mg 41
Clarithromycin Tablets 500mg 41
Clopidogrel Tablets 75mg 46
Diclofenac Sodium Injection 75mg/3ml 51
Diclofenac Sodium Tablets 50mg 51
Domperidon Tablets 10mg 41
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Doxycycline Capsules 100mg 46
Escitalopram Tablets 10mg 41
Famotidine Tablets 40mg 41
Iron(lll) Hydroxide Plymaltose 50mg Syrup 36
. elemental iron
et o roencs | 20
0.35mg Tablets
Levofloxacin Tablets 250mg 46
Levofloxacin Tablets 500mg 46
Loratidine Tablets 10mg 46
Cefotaxime Injection 250mg 33
Cefotaxime Injection 500mg 33
Cefotaxime Injection 1g 33
The inspection team at the time of inspection observed
e Good storage practices were not followed
e There was no quarantine available for liquid raw material.
e Temperature in quarantine area was not controlled.
e No proper labeling on the raw material in quarantine and
Rasco Pharma
36. Lahore Manufacturer approved area. Not Recommended 0
e Vitamin D and Mecobalamine were stored in the
Cephalosporin raw material Store.
e Qualified technical staff was not available in the raw material
store at the time of inspection.
Not recommended
The firm applied as importer and following observations were made.
Original Free sale certificates & Valid cGMP/ EC certificate dully
. attested by embassy concerned was not present.
IR Enterprises
37. Karachi Importer Not Recommended 0
The Firm is NOT RECOMMENDED due non- fulfillment of the
mandatory embassy attested documents.
38, Atlantic Importer The inspection team at the time of inspection observed that, Not Recommended 0

Pharmaceutic

The inventory present at the time of inspection was less than the
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als Karachi required stock i.e. 25 % of the total GDs (the stock received from 1°
FEB 2017 to 31°" Jan 2018 was 195805 vials where as 10400 vials
were present at the time of ispection.
At the time of inspection, the team observed that the firm is
involved in the manufacturing of alternative medicines in the same
premises.
Hence NOT RECOMMENDED.
. Open Wove
Cotton band | 65
otton bandages surgica Bandages
. Open Wove
Cotton band I 65
otton bandages surgica Bandages
. Open Wove
Cotton bandages surgical Bandages 65
. Open Wove
Cotton bandages surgical Bandages 65
Easy Lite Cotton
B BP
Paktex Crepe Bandages BPC Crepe Bandages BPC 65
Industries Easy Lite Cotton
. C Band BPC 65
39 Kamoke Manufacturer Recommended repe Bandages Crepe BandagesBPC
Lahore Gauze Cloth Roll Packing Ortho Gauze Roll 65
Gauze Cloth Roll Packing Ortho Gauze Roll 65
Sterilized Dressing Gauze pad Radio- Pak Band X Ray 65
opaque
Sterilized Dressing Gauze pad Radio- Pak Band X Ray 65
opaque Gauze Swab
- . Pak Band X Ray
Sterilized Dressing Gauze pad Gauze Swab 65
. . Pak Band X Ray
Sterilized Dressing Gauze pad Gauze Swab 65
Dr Raza At the time of inspection, poor adherence to GMP, GSP and GLP,
was observed. Raw material sources were not traceable.Limited
40. Pharma Manufacturer . ) ) ) Not Recommended 0
Peshawar Production capacity.Used empty bottle were kept in the packing

store, thus “NOT RECOMMENDED”.
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At the time of inspection, poor adherence to GMP, GSP and GLP,
was observed.Active Raw material traceability was very poor.

Polyfine Finished products were store is corridors without pellets
41. | Chempharma Manufacturer P ) . P ) . Not Recommended 0
Housekeeping was compromised. Fungal growth was observed in
Peshawar - . . .
liguid manufacturing area. Ceph. Section was also not functional.
Human resource was insufficient, thus “NOT RECOMMENDED”.
Azithromycin (250mg) Capsule 35
Azithromycin (250mg) Tablet 35
Azithromycin (500mg) Tablet 35
Ciprofloxacin HCI (250mg) Tablet 45
Ciprofloxacin HCI (500mg) Tablet 45
Clarithromycin (250mg) Tablet 40
Clarithromycin (500mg) Tablet 40
Clarithromycin (250mg/.5ml) 40
Suspension Dry
Clarithromycin (125mg/'5ml) 40
Suspension Dry
Doxofylline (400mg) Tablet 35
Kaizen Pharma Doxofylline (100mg/5ml) Syrup 35
42. Karachi Manufacturer Recommended b . 200MG/5ML s
uproten SUSPENSION
Iron (1) HydrOX|d.e polymaltose complex Syrup 35
eq. To Elemental iron 50mg
Levocetrizine HCI (5mg) Tablet 35
Lincomycin HCI (500mg) Capsule 40
Montelukast sodium (10mg) Tablet 35
Montelukast sodium (5mg) Chewable 35
tablet
Tinidazole Tablet 500mg 35
ZINC SULFATE MONOHYDRATE EQ. TO
ELEMENTAL ZINC.. 20MG SYRUP 20MG 35
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The firm applied as an importer for general medicines and dry
powder injectables. Following observations were made.

Isoflurane (Piramal critical care USA): Free sale
certificate/certificate of pharmaceutical product present but cGMP

certificate was not Present. Propofol Inj 10mg/ml 39
Propofol (Dong Kook, pharma Korea): Original free sale certificate
and valid cGMP certificate dully attested by the embassy concerned
were present.
) Acyclovir (Kyung Dong pharma, Korea): Original free sale certificate
Allied . .
43, distributor Importer and valid cGMP certificate dully attested by the embassy concerned
. was present.
Karachi
The firm is RECOMMENDED only for Propofol and Acyclovir.
Acyclovir Inj 250mg 36
Amikacin Inj (100ml / 2ml) 34
Amikacin Inj (250ml / 2ml) 34
Amikacin Inj (500ml / 2ml) 34
Aripiprazole Tab 15mg 39
Artemether Inj 80mg 44
Artemether+Lumefantrine 15mg+90mg | Susp 90mg 44
Surge Artemether+Lumefantrine 40mg+ 40mg | Tab 40mg+40mg 49
44. | Laboratories Manufacturer Recommended Artemether+Lumefantrine 80mg+480mg | Tab 80mg+480mg 49
Lahore Azithromycin Susp 200mg 44
Azithromycin Cap 250mg 44
Cholicalciferol (Vitamin D3) Inj 5mg/ml 34
Metoclopramide Hydrochloride Inj 10mg/2ml 49
Diclofenac Sodium Inj 75 mg/3 ml 34
Fluphenazine Inj 25mg 44
Gentamycin Sulphate Inj 80mg 44
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Iron Sucrose Inj 100mg (5ml) 39
Lignocaine HCI Inj 200mg/10ml (2%) 44
Ranitidine Inj 50mg/2ml 44
Sertraline Tab 100mg 44
Cefoperazone Inj 1gm 41
Cefoperazone Inj 500mg 41
Ceftazidime Inj 1gm 41
Ceftazidime Inj 500mg 41
Ceftriaxone Inj 1gm 31
Ceftriaxone Inj 2gm 31
Ceftriaxone Inj 500mg 31
Nenza Pharma Poor adherence to GMP, GSP and GLP, stability chamber non-
451 peshawar Manufacturer functional; thus “NOT RECOMMENDED”. ' Not Recommended 0
The inspection team at the time of inspection observed that
e GSP was not followed. In the quarantine area unlabelled
material was present at the time of inspection and
temperature was not controlled.
Bajwa e There was no qualified person in the raw material store.
46. | Pharmaceutic Manufascturer e cGMP inspection is still pending. No cGMP certificate was Not Recommended 0
als Lahore available.
e Sterility test,observed at the time of inspection, was not
performedin accordance with the pharmacopoeia.
Not Recommended
The Firm is NOT RECOMMENDED due non- fulfillment of the
Meher Traders
47. Karachi Importer mandatory embassy attested documents. Not recommended 0
The following observations were recorded by the
Inspection team at the time of inspection.
Global .
48, Healthcare Importer e Free sale of Troge Medical Germany was not embassy Not recommended 0
o attested.
Rawalpindi

cGMP of Troge Medical Germany was not available.

Free sale & cGMP of Maxter Malaysia’s was not available.

Temperature was not properly controlled.
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e CVP line & spinal needle were quoted to MCC-KP but the
stock was neither imported nor registered with DRAP.
On the basis of above observations the firm is Not Recommended.

Hakimsons

The firm is NOT RECOMMENDEDdue to non-fulfillment of

49, I Not R
9 Impex Karachi mporter Mandatory embassy attested documents. ot Recommended 0
Disposable Insulin Syringe Ordinary 1ml 46
Dlspgsable Syrmge Ordinary (blister iml 51
packing) sterile
Dlspc_)sable Syrlnge Ordinary (blister 3ml 51
packing) sterile
Dlspgsable Syrmge Ordinary (blister Sml 51
packing) sterile
Dlspgsable Syrmge Ordinary (blister 10ml 51
. packing) sterile
50 Nisa Impex Importer Recommended Disposable Syringe Ordinary (blister
' Islamabad P pe yring Y 20ml 46
packing) sterile
Dlsp(.)sable Syrmge Ordinary (blister 50ml 16
packing) sterile
Dlsp(.)sable Syrmge Ordinary (blister 50ml 51
packing) sterile
Dlsp(.)sable' Syring Or'dlnary with nozzel for s0ml 51
feeding (blister packing)
Face Mask disposable 3 PLY 3ply 40
At the time of inspection, poor adherence to GMP, GSP and GLP,
was observed.Traceability of active raw material was not
Fozan satisfactory, packing of some of the raw materials was defaced and
51. | Pharmaceutic Manufacturers . .y, p 8 . . Not Recommended 0
als Peshawar thus verification of recorded and labeled information was not
comparable, thus “NOT RECOMMENDED”. The factory premises was
also having dust and solid particles in the outer environment.
Otsuk amino acid solution inf 3% / 500ml 36
Pakisi:naLtd amino acid solution inf 5% / 500ml 36
52. Hub Manufacturer Recommended amino acid solution inf 8% /b500ml 36
) dextrose inf 5% / 100ml 36
Balochistan -
dextrose inf 5% / 500ml 36
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dextrose inf 5% / 1000ml 36
1 0, [s)
dextrose+sodium chloride inf 5% +0.45% / 36
500ml
. inf 5%+0.9%/
dextrose saline 500ml 36
. inf 5%+0.9% /
dextrose saline 1000ml 36
Mannitol inf 20% / 500ml 36
normal saline inf 0.9% / 100m| 36
normal saline inf 0.9% / 500m| 36
normal saline inf 0.9% / 1000m| 36
ringer lactate +5%dextrose inf 5% / 500ml 36
ringer lactate +5%dextrose inf 5% / 1000ml 36
ringer lactate inf 500ml 36
ringer lactate inf 1000ml 36
sodium chloride +dextrose Inf 36
0.18%+4.3%/500
Metronidazole Tab 200mg 29
Metronidazole Tab 400mg 29
Diclofenac Sodium Tab 50mg 24
Meloxicam Tab 7.5mg 24
) ) ] ] Meloxicam Tab 15mg 24
The Inspection team at the time of inspection observed that . .
) i ] i Azithromycin Cap 24
e Sterile Area was under renovation and installation of new —
. . Cefixime Cap 400mg 24
machines, therefore the area could not be inspected. —
) - ) o Cefixime Susp 100mg/5ml 24
Reko Pharma e Injectable stability data was not available for Amikacin for —
53. Mnaufacturer Cefixime Susp 200mg/5ml 24
Lahore the year 2017-18 .
Not recommended for Parenteral section Cephradine Cap 250mg 34
Cephradine Cap 500mg 34
Recommended for Oral Section only. Cephrad!ne Susp 125me/5ml 34
Cephradine Susp 250mg/5ml 34
Ciprofloxacin Tab 250mg 24
Ciprofloxacin Tab 500mg 24
Levofloxacin Tab 250mg 29
Levofloxacin Tab 500mg 29
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Glibenclamide Tab 5mg 24
Glimepiride Tab 2mg 24
Glimepiride Tab 4mg 24
Glimepiride + Metformin Tab 2/500mg 24
Betamethasone Dipropionate Oint 29
Betamethasone Dipropionate Cream 29
Betamethasone Dipropionate Lotion 29
Betamethasone Dipropionate + Gentamicin | Oint 29
Betamethasonem + Gentamicin Cream 29
AMLODIPINE AS BESYLATE 10 MG, TABLETS / 10/160 32
VALSARTAN 160 MG MG
AMLODIPINE AS BESYLATE 5 MG, TABLETS / 5/160 32
VALSARTAN 160 MG MG
AMLODIPINE AS BESYLATE 5 MG,
VALSARTAN 80 MG TABLETS / 5/80 MG 32
ARTEMETHER 40 MG, LUMEFANTRINE 240 | TABLETS/ 40/240
MG MG 32
ARTEMETHER 80 MG, LUMEFANTRINE 480 | TABLETS/ 80/480
32
MG MG
CLOMITRAZOLE 2% CREAM/35 GRAM 32
Shaigan DORZOLAMIDE 20 MG AS HCL, TIMOLOL 5
54. | Pharmaceutic Manufacturer Recommended MG AS MALEATE EYE DROP/S ML 32
als Rawalpindi FAMOTADINE 40 MG TABLETS / 40 MG 32
FUSIDIC ACID 2% CREAM/ 15 G 32
FUSIDIC ACID 2% OINTMENT/ 15 G 32
GLIMPRIDE 1 MG TABLETS / 1 MG 32
GLIMPRIDE 2 MG TABLETS / 2 MG 32
GLIMPRIDE 3 MG TABLETS / 3 MG 32
GLIMPRIDE 4 MG TABLETS / 4 MG 32
MELOXICAM 15 MG TABLETS/15 MG 32
MELOXICAM 7.5 MG TABLETS7.5 MG 32
MOXIFLOXACIN 5% AS HCL EYE DROP/5 ML 32
PERMETHRIN 5% W/W LOTION/ 60 ML 32
PREGABALIN 150 MG CAPSULES /150 MG 32
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SITAGLIPTIN AS PHOSPHATE

MONOHYDRATE 50 MG , METFORMIN HCL E(EBLETS / 50/1000 32
1000 MG
SITAGLIPTIN AS PHOSPHATE
MONOHYDRATE 50 MG , METFORMIN HCL E(?LETS /50/500 32
500 MG
"I\'/IOGBRAMYCIN 3 MG, DEXAMETHASONE 1 EYE DROP/5 ML 32
WARFARIN 1 MG TABLETS/1 MG 32
WARFARIN 2.5 MG TABLETS/2.5 MG 32
WARFARIN 5 MG TABLETS/5 MG 32
AMIKACIN AS SULPHATE 100 MG :\l:JGECTION/ 100 29
AMIKACIN AS SULPHATE 250 MG :\l:JGECTION/ 250 29
AMIKACIN AS SULPHATE 250 MG :::JGECTION/ >00 29
CEFIPIME HYDROCLORIC ACID 1 GRAM INJECTION/ 1 29
GRAM
CEFIPIME HYDROCLORIC ACID 500 mg :::JGECTION /500 29
CEFOPERAZONE SODIUM 1000 MG, INJECTION / 2 29
SULBACTUM SODIM 1000 MG GRAM
CEFOPERAZONE SODIUM 500 MG, INJECTION / 1 29
SULBACTUM SODIM 500 MG GRAM
CEFTAZIDIME PENTAHYDRATE 1 GRAM INJECTION/ 1 29
GRAM
INJECTION/ 1
CEFTRIAXONE SODIUM 1 GRAM GRAM 29
CEFTRIAXONE SODIUM 250 MG :CI”GECTION /500 29
LYOPHILIZED OMEPRAZOLE SODIUM EQ. INJECTION/ 40 MG 29

TO OMEPRAZOLE 40 MG

34




Wellborne
Pharma Chem

At the time of inspection, poor adherence to GMP, GSP and GLP,

55. and Biologicals Manufacturer was observed.Sources of most of the Active Raw Material were not Not Recommended 0
traceable. HVAC was not functional; thus “NOT RECOMMENDED”.
Hattar KP
Pharma Plus At time of inspection it was observed that the stocks available in
56. | International Importer their warehouse were imported by Genome Pharma and not by Not Recommended 0
Peshawar PharmaPlus, thus “NOT RECOMMENDED”.
Wyeth ngeunTococcal Conjugate Vaccine, 13 0.5ml a7
57. Pakistan Ltd Importer Recommended
Karachi Inj. Tigecycline 50mg 50
At the time of inspection, poor adherence to GMP, GSP and GLP,
was observed.Traceability of active raw material was not
Saydon ) . .
58, Pharma Manufacturer satlsfact'o'ry, packlng of some of the raw materlals'was defaced and Not Recommended 0
Peshawar thus verification of recorded ano! I:?\beled information was not .
comparable.Temperature / humidity record was not up to date in
any area, thus “NOT RECOMMENDED"”.
Cardiac Stents (Bare Metal) Platinum 12mm All Dia 49
Cardiac Stents (Bare Metal) Platinum 16mm All Dia 49
Cardiac Stents (Bare Metal) Platinum 24mm All Dia 49
Cardiac Stents (Bare Metal) Platinum 24mm All Dia 49
Cardiac Stents (Bare Metal) Platinum 28mm All Dia 49
Cardiac Stents (Bare Metal) Platinum 36mm All Dia 49
Cardiac Stents (Drug Eluting Everolimus) 12mm All Dia 49
Ferozsons Cardiac Stents (Drug Eluting Everolimus) 16mm All Dia 49
59. Nowshera Importer Recommended Cardiac Stents (Drug Eluting Everolimus) 20mm All Dia 49
Cardiac Stents (Drug Eluting Everolimus) 24mm All Dia 49
Cardiac Stents (Drug Eluting Everolimus) 28mm All Dia 49
Cardiac Stents (Drug Eluting Everolimus) 36mm All Dia 49
Cardiac Stents (Drug Eluting Everolimus) 40mm All Dia 49
Guide Wire for JJ Stents 0.25mm 49
Guide Wire for JJ Stents 0.32mm 49
Guide Wire for JJ Stents 0.35mm 49
JJ Stents 6FR 49
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JJ Stents 4,7FR 49
Iron Il Hydroxide Polymaltose Complex 120ml Syrup 38
Iron lll Hydroxide Polymaltose complex & 100mg &0.35mg
. . 38
Folic Acid Tablet
Famotidine 40mg Tablet 48
Azithromycin 250mg Tablet 48
Azithromycin 500mg Tablet 48
Mecobalamin 500mcg Injection 38
Clobetasol Propionate 0.05% w/w 10g Cream 38
Cetirizine Di-hydrochloride 10mg Tablet 48
Misoprostol 200mcg Tablet 48
Cholecalciferol BP Vitamin D3 ZQ0,0QOIU/mI 48
Injection
Amlodipine Besylate 5mg Tablet 48
Amlodipine Besyl 1 4
Saffron m odlpmc.e esylate Omg Tablet 8
Pharmaceutic R ded Levofloxacine 250mg Tablet 43
60. als Ltd Manufacturer ecommende Levofloxacine 500mg Tablet 43
Faisalabad C!profloxac!n 250mg Tablet 43
Ciprofloxacin 500mg Tab 43
Clomiphene Citrate 50mg Tablet 38
[v)
Betamethasone Dipropionate 0.05 % w/w 15gm 38
Cream
[v)
Betamethasone Dipropionate 0.05 % w/w 15gm 38
Cream
Betamethasone Dipropionate Gentamycin 15gm Oitmnet 38
Sulphate
Betamethasone Dipropionate Gentamycin .
15gm Oitmnet 38
Sulphate
Rosuvastatin 10mg Tablet 48
Glimepiride 1Img+Metaformin HCL 500mg 1mg/500mg Tablet 43
Glimepiride 2mg+Metaformin HCL 500mg 2mg/500mg Tablet 43
Bisoprolol 5mg Tablet 43
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Bisoprolol 10mg Tablet 43
Glimepiride 1mg Tablet 48
Glimepiride 2mg Tablet 48
Losartan Potassium 50mg Tablet 48
Losartan Potassium+Hydrochlorothiazide >0 &12.50meg 48
Tablet
Diclofenac Sodium 50mg Tablet 43
Terbinafine HCL 125mg Tablet 43
Terbinafine HCL 250mg Tablet 43
Montelukast As Sodium 10mg Tablet 43
Terbinafine HCL 10gm Cream 43
Tamsulosin HCL 0.4mg Capsule 48
Sitagliptin+ 50mg/500mg 38
Metformin Tablet
Sitagliptin+ 50mg/1000mg 38
Metformin Tablet
Amlodipine+Valsartan 5mg/80mg Tablet 48
Amlodipine+Valsartan 5mg/160mg Tablet 48
Amlodipine+Valsartan 10mg/160meg 48
Tablet
Artemether+ Lumifantarine 40mg/240meg 38
Tablet
Artemether+ Lumifantrine 80mg/480mg 38
Tablet
Amikacin 250mg Injection 43
Amikacin 500mg Injection 43
Clarithromycin 250mg Tablet 43
Clarithromycin 500mg Tablet 43
The inspection team at the time of inspection observed that
e Technical staff was insufficient for production area.
61 Allmed Pvt Ltd Manufacturer e Stability record was not available Not Recommended 0

Lahore

Expired chemicals/Reagents were found in the QC Lab.
No record of filter change/Integrity testing was present for
injectable area. Filters were physically checked and found
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rusted and in worst condition
e Microbiologist was not available
Not Recommended

Cefoperazone+sulbactam Inj 1gm 41
BioCare Recommended for awarding the specified marks for the items C-efoperz?z-one+sulbactam 'nJ: 2gm 41
. mentioned in the scrutiny proforma for physical evaluation EXCEPT | Piperracilin+Tazobactam Inj 2.25gm 36
62. | Pharmaceutic Manufacturer .
2 Lahore for Isoflurane as no relevant documents were available for Piperracilin+Tazobactam Inj 4.5gm 36
Isoflurane at the time of inspection. Vancomycin Inj 500mg 39
Vancomycin Inj 1gm 34
Cyclosporin-A Cap 25mg 43
Allmed Cyclosporin-A Cap 50mg 43
63. | Laboratories Importer Recommended Cyclosporin-A Cap 100mg 43
Karachi Iron Isomaltoside 1ml 41
The following observationswere recorded by the
Penal of inspection team at the time of inspection.
e cGMP for SMI-Belgium was not available (the person
Anwar & Son’s claiming ISO 13485 for the cGMP as well).
64. Rawalpindi Importer e cGMP for Mascia Italy (claiming free sale as a cGMP) was not Not Recommended 0
available.
e cGMP for Ningbo advance china was not available.
On the basis of above observations the firm is Not Recommended.
Popular
65. International Importer The Firm is NOT RECOMMENDED due non-fulfillment of the Not Recommended 0
(Pvt) Lt(.j mandatory embassy attested documents.
Karachi
The following observationswere recorded by the
Penal of inspection team at the time of inspection.
Valor Pharma, e cGMP certificate was expired (31/07/2017).
66. | Kahuta Road, Manufacturer e DML was expired (28/3/2017). Not recommended 0

Islamabad.

e Only one AC was in FGS which was unable to control the
temperature of large area.
On the basis of above observations the firm is Not Recommended.
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KS Agencies,
210, Businesss

The firm applied as an importer. During inspection it was observed
that the firm does not exist in the given address provided by bid
cover sheet form 1. During the course of visit of the specified
address, the security of the business arcade told the team members

67. | arcade, Main Importer that no such firm at the name of KS agencies present at address i.e. Not recommended 0
University 210-Busniess arcade main university Road Karachi. The Contact
Road, Karachi number 021-34939364, Fax 021-34922739 was not responding at
different time interval.
The firm is NOT RECOMMENDED.
Cotton Wool (Surgical) 100gm Leader 55
Cotton Wool (Surgical) 200gm Leader 55
Cotton Bandage (Surgical) 6.5cmx4m Surgical Bandage 55
Cotton Bandage (Surgical) 7.5cmx3m Surgical Bandage 55
The inspection team at the time of inspection observed that ge (Surgical) 8 g
* HVA.C was not functlonmg properly in Semisolid and Cotton Bandage (Surgical) 10cmx3m Surgical Bandage 55
Povidone solution production area.
Kohinoor * ::r:zil?:il::s was poor in production area of General Cotton Bandage (Surgical) 15cmx3m Surgical Bandage 55
68. Industries Manufacturer ) i i .
. e Poor documentation record and poor labeling during in-
Sahiwal . . Crape Bandage 15cmx4.5m Elestomer 55
process in General Medicines.
e Stability data was not available for General Medicines
Not Recommended for General Medicines Crape Bandage 10cmx4.5m Elestomer 25
Recommended for Cotton and Related Materials .
Gauze Cloth Roll Pakcing 100cmx20m Gauze 55
Gauze Cloth Roll Pakcing 10cmx40m Gauze 55
Paraffin Tulle 10cmx10cm Medi Grass 55
Sterilize Gauze dressing pad 10x10 Medi Gauze 55
69. Shahzeb Manufacturer The traceability of active raw material was seriously compromised in Not Recommended 0

Pharmaceutic

the raw material store. Housekeeping and hygiene in the production
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al Industries and packing area was compromised; thus “NOT RECOMMENDED”.
Ltd. Haripur.
e HVAC was present in tablet compression and mixing section
Glitz Pharma . Ibu;c v;?stnon;func(tlon{gg.) ine at ide (
70. Islamabad, Manufacturer n ablet section {corrl or. »an o.penlng atone side (sewage Not Recommended 0
. pipe) that was covered with a piece of marble (placed on top)
Rawalpindi . L
i.e.un-hygienic.
Not Recommended
Dimenhydrnate Liquid 50mg 36
Dimenhydrnate Injection 50mg/5ml 36
- T — -
Diphenhydramine + Aminophyline Syp 120m| 36
compound
Drotaverine Tab 40mg 35
Glyceryl Trinitrate Tab 2.6mg 36
The Searle Recommended for awarding the specified marks for the items Glyceryl Trinitrate Tab 2.6mg 36
71. | company Ltd Manufacturer mentioned in the scrutiny proforma for physical evaluation except Lamotrigine Tab 50mg 35
' K;’rac‘;ﬂ ' formulary No. 334,335,336,420,589,590, 1,2, and 50 as these Levofloxacin Tab 250mg 34
products were manufactured in Lahore region. Levofloxacin Tab 500mg 34
Montelukast Sodium Tab 10mg 34
Montelukast Sodium Tab 5mg 35
Montelukast Sodium Tab 4mg 35
Nalbuphine Injection 10mg 34
Rosuvastatin Tab 10mg 34
Sitagliptin 50/1000 Metformin) Tab 50/1000mg 34
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Sitagliptin 50/500 Metformin) Tab 50/500mg 34
Sodium Chloride 206gm,Potassium peditral Low
Chloride 1.50g,Trisodium Citrate dehydrate Powder 36
2.90gm,Dextrose anhydrous 13.50gm
Tramadol Injection 100mg 35
Verapamil Tab 40mg 35
Verapamil Tab 80mg 35
The firm applied as an importer for various items and following
observations were made.
= Erythropoietin 2000, 4000 & 10000 IU & Filgrastin 300 mcg
(Biosidus Pharma): Original Free sale certificate & GMP
certificate dully attested by embassy concerned was not
present. . . . .
I/V Cannula Different Sizes. (Sterile havin
= Abu Dubai Medical Devices: The Free Sale Certificate of the /. 'u er . IZ. ( ! . ving
) i . wings with holes + injection port with easy
guoted itemswere present except IV Set. Valid original GMP . . . . .
! ] flip-off lid + with Heparin stopper cap in
The Searle of the firm dully attested by embassy concerned is shown to . . .
. sterilized hard blister packing and
72. Company Importer the committee. separatelv packed within the main blister 22G 37
Karachi = Top Gloves: Free sale certificate dully attested by the P vp

embassy concerned was not present however the firm
showed Manufacturing certificate for Pakistan without any
proof that the product is freely available in the country of
origin.

The firm is only RECOMMENDED for medical devices except IV set.

pack of cannula. The Cannula should be
radio-opaque, as well as latex, pyrogen and
PVC free).
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I/V Cannula Different Sizes. (Sterile having
wings with holes + injection port with easy
flip-off lid + with Heparin stopper cap in
sterilized hard blister packing and
separately packed within the main blister
pack of cannula. The Cannula should be
radio-opaque, as well as latex, pyrogen and
PVC free).

24G

37

I/V Cannula Different Sizes. (Sterile having
wings with holes + injection port with easy
flip-off lid + with Heparin stopper cap in
sterilized hard blister packing and
separately packed within the main blister
pack of cannula. The Cannula should be
radio-opaque, as well as latex, pyrogen and
PVC free).

16 G

37

73.

Tabros
Pharma
Karachi

Manufacturer

Recommended

Amlodipine + Valsartan

5/80 MG/Tablet

32

Amlodipine + Valsartan

5/160 MG/Tablet

32

Amlodipine + Valsartan

10/160/Tablet

32
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Carvedilol 6.25mg/Tablet 32
Carvedilol 12.5mg/Tablet 32
Carvedilol 25mg/Tablet 32
Cetirizine 1mg/1ml 1mg/1ml/ Syrup 42
Clobetasol Propionate 15 gm/CREAM 37
Drotaverine 40mg/Tablet 42
Fusidic Acid 2% 15 gm/CREAM 32
Lisinopril 5mg/Tablet 32
Lisinopril 10mg/Tablet 32
Permethrin 5% 30gm/Cream 42
Permethrin 5% 120ml/ Lotion 42
Sodium Fusidate 2% 5 gm/OINTMENT 42
Terbinafine 20ml/ Lotion 42
Valsartan 40mg/Tablet 32
Valsartan 80mg/Tablet 32
Valsartan + Hydrochlorothiazide 80/12.5mg/Tablet 32
Clarithromycin Tab 250mg 42
Clarithromycin Tab 500mg 42
Tramadol Injection 2ml 32
Febuxostat Tab 40mg 32
Febuxostat Tab 80mg 32
Glimepiride Tab 1mg 42
RECOMMENDED&: awarding the specified marks give in the Glimepiride Tab 2mg 42
74. | AGP Karachi Manufacturer proforma except for Inj ceftriaxone 500mg and 1 gm due to TOLL Glimepiride Tab 3mg 42
manufacturing from UDL. Glimepiride Tab 4mg 42
Glimepiride / Metformin HCI Tab 1mg/500mg 42
Glimepiride / Metformin HCI Tab 2mg/500mg 42
Montelukast Sodium Tab 5mg 32
Montelukast Sodium Tab 4mg 32
Diclofenac Sodium Injection 3ml 42
Diclofenac Sodium Tab 42
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Tranexamic Acid Caps 500mg 32

Tranexamic Acid Caps 250mg 32

Tranexamic Acid Injection 500mg 32

Mecobalamin Inection 500mcg/MI 32

Meloxicam Tab 15mg 37

Meloxicam Tab 7.5mg 37

Meclozine + Pyridoxine Tab 32

Certirizine Tab 42

Iron Polymaltose Complex Drops 15ml 42

Iron Sucrose Injection 5ml 32

Rifaximin Tab 200mg 32

Rifaximin Tab 550mg 32

Clarithromycin Tab 250mg 42

Isoflurane Suspension100ml 54

Sevoflurane Suspension250ml 54

Getz Pharma

75. Karachi Importer Recommended Beclomethasone Inhaler250 mcg 32
Ipratropium bromide Inhaler20 mcg 32

Terlipressin acetate Inj Img 45

Tramadol Injection100mg 57

Ciprofloxacin Infusion200mg/100ml 57

Levofloxacin InfusionlV 500 mg 57

Levofloxacin InfusionlV 750 mg 57

Moxifloxacin Infusion400 mg 57

Iron Sucrose Injection100mg/5ml 57

Mecobalamin Injection500mcg 58

Getz Pharma Hydroxychloroquine Tablet200 mg 58
76 Karachi Manufacturer Recommended Montelukast Sodium Tablet10 mg 57
Montelukast Sodium Tablet5 mg 57

Montelukast Sodium Tablet4 mg 57

Amoxicillin/Clavulanic acid Tablet375 mg 47

Amoxicillin/Clavulanic acid Tablet625 mg 47

Amoxicillin/Clavulanic acid Tabletl gm a7

Amoxicillin/Clavulanic acid Suspension156.25mg/5 48

ml
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Suspension312.50 mg/5

Amoxicillin/Clavulanic acid l 48
Amoxicillin/Clavulanic acid Drops62.5MG/ML 48
Azithromycin Capsule250 mg 57
Azithromycin Tablet500 mg 57
Azithromycin Oral Suspension200 mg 58
/5 ml
Cefixime Capsule400mg 57
Cefixime Suspension100mg /5ml 58
Cefixime DS Suspension200 59
mg/5ml
Cephradine Capsule250mg 56
Cephradine Capsule500mg 56
Cephradine Suspension125mg/5ml 57
Cephradine Suspension250mg/5ml 57
Ciprofloxacin Tablet250mg 57
Ciprofloxacin Tablet500mg 57
Clarithromycin Tablet250mg 57
Clarithromycin Tablet500mg 57
Clarithromycin Granules 250mg/5ml 57
Clarithromycin Granules 125mg/5ml 57
Clarithromycin Drops125mg/5ml 58
Levofloxacin Tablet250mg 57
Levofloxacin Tablet500mg 57
Moxifloxacin Tablet400 mg 60
Artemether + Lumefantrine Tablet40 mg + 240 mg 57
Artemether + Lumefantrine Tablet80mg+480mg 57
Artemether + Lumefantrine suspension15mg+30me 58
/5ml
Rivaroxaban Tablet1l0mg 56
Rivaroxaban Tablet15mg 56
Rivaroxaban Tablet20mg 56
Amlodipine + valsartan Tablet5/80 mg 57
Amlodipine + valsartan Tablet10/80 mg 57
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Amlodipine + valsartan Tablet10/160 mg 57
Candesartan Tablet8 mg 57
Candesartan Tabletl6 mg 57
Candesartan + Hydrochlorothiazide Tablet16mg+12.50mg 52
Valsartan Tablet80OMG 56
Valsartan + HCT Tablet80MG+12.5MG 51
Rosuvastatin Tablet1l0 mg 58
Lactulose Syrup 120ml 58
Glimepiride Tabletl mg 58
Glimepiride Tablet2 mg 58
Glimepiride Tablet3 mg 58
Glimepiride Tablet4 mg 58
Glimepiride + Metformin Tabletl mg+500 mg 57
Glimepiride + Metformin Tablet2 mg+500 mg 57
Sitagliptin + Metformin Tablet50mg+500mg 57
Sitagliptin + Metformin Tablet50mg+1000mg 57
Vildagliptin Tablet50mg 56
Febuxostat Tablet40mg 58
Febuxostat Tablet80mg 58
Tamsulosin HCL Capsule0.4 mg 58
Duloxetine Capsule30mg 57
Duloxetine Capsule60mg 56
Escitalopram Tabletl0mg 56
Pregabalin Capsule50 mg 57
Pregabalin Capsule75 mg 57
Pregabalin Capsulel50 mg 57
Se-lIbuta?moI+BecIomethasone Inhaler50mcg/100mcg 57
Dipropionate

Salmeterol+Fluticasone Inhaler25 mcg +125 a7

mcg

Salbutamol Inhaler100mcg 57
Cholecaliceferol Injection5mg/ml 58
Ceftriaxone Injection500mg 55
Ceftriaxone Injection1000mg 55
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Cephradine Injection1G 60
Cephradine Injection500mg 60
Omeprazole Infusion40mg 57
Meropenem Injection500 mg 57
Meropenem Injection1G 57
Insulin Injection100 U 49
Insulin Injection100 1U 49
The firm applied as an importer for cardiac stents and following
observations were made.
= Commander, Cre-8, Alviguide blue plus and Alvision
(Alvimedica tibbi Turkey): Original free sale certificates dully
Atco Lab Pvt
77. Ltd Karachi Importer attested by the embassy concerned were present where as Not Recommended 0
cGMP/EC-Full quality assurance certificate was not embassy
attested.
The firm is NOT RECOMMENDEDdue to non-fulfillment of
Mandatory embassy attested documents.
The firm applied as an importer for various items and following Surgical Diposable Gloves Sterilized, 6.5 40
observations were made. without Powder '
Hand Sanitizer, Hospital grade floor cleaner (Antiseptica Germany): | Surgical Diposable Gloves Sterilized, 7 40
Original free sale certificate (issued on 10/11/2016) dully attested by | without Powder
the embassy concerned was present whereas cGMP/EC certificate Surgical Diposable Gloves Sterilized, 75 40
was expired. without Powder '
HME filter, viral filter, ETT with cuff, laryngeal mask, nasal oxygen
cannula (paeds, adult), nebulizer mask with chamber and tubing
(paeds, adult) (Flexicare UK): Original free sale certificate dully
Intra Health .
78. Karachi Importer attested by the embassy concerned was present whereas Valid
cGMP/EC certificate dully attested by the embassy concerned was
not present. . . .
Skin stapler straight (Mani Japan): Original free sale certificate surgical Diposable Gloves Sterilized, 8 40

dully attested by the embassy concerned was not present whereas
cGMP/EC-Full quality assurance certificate was not embassy
attested.

Surgical disposable gloves without powder (Maxitex Malaysia):
Original free sale certificates and valid cGMP/EC-Full quality
assurance certificate dully attested by the embassy concerned were

without Powder
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present.
The firm is RECOMMENDED only for surgical disposable gloves all
quoted sizes (Maxitex Malaysia).

The inspection team at the time of inspection observed that

Dr Sethi e The QC was not functioning and no technical staff in QC was
79. Pharma Manufacturer available at the time of inspection. Moreover most of the Not Recommended 0
Chichawatni reagents/Media in Q.C were expired.
NotRecommended
The following observationswere recorded by the
Penal of inspection team at the time of inspection.
Medicamp e cGMP & Free sale of Kollusta International USA, was not
80. Distributor Importer available. Not Recommended 0
Rawalpindi e cGMP & Free sale of Medpro Netherland, was not available
e cGMP & Free sale of MDD Poland, was not available.
On the basis of above observations the firm is Not Recommended.
Recommended to T&E Committee for awarding the specified marks
for the items mentioned in the scrutiny proforma for physical Disposable Syringe Ordinary (Blister L-D Disposable Syringe
Lasani evaluation. Packing) Sterile. 3cc 2>
Healthcare
81. Gadoon Manufacturer Items not qualified at formulary# 951,952,953,954,955,956 failed in
Amazai Swabi DTL/Panel of MCC expert due to non fulfillment of required
Kp specifications Disposable Syringe Ordinary (Blister L-D Disposable Syringe 55
Packing) Sterile. 5cc
5% Dextrose Solution IV Infusion 100ml 34
5% Dextrose Solution IV Infusion 500ml| 34
5% Dextrose Solution IV Infusion 1000ml 34
Mediflow 5% D?xtrose Solution+ 0.9% Sodium \ Infusion 500ml 24
Pharmaceutic C:ﬂorlde . o X
82. als Pyt Ltd Manufacturer Recommended 5% D?xtrose Solution+ 0.9% Sodium IV Infusion 1000ml 24
Karachi Chloride
0.9% Sodium Chloride Iv Infusion 100ml 24
0.9% Sodium Chloride IV Infusion 500m| 24
0.9% Sodium Chloride IV Infusion 1000ml 24
Hartmann's Solution (Ringer Lactate) 0.6g Sodium Lactate, 34

48




0.31g Potassium
Chloride, 0.03g Calcium
Chloride, 0.02g..?7?
500ml

0.6g Sodium Lactate,
0.31g Potassium

Hartmann's Solution (Ringer Lactate) Chloride, 0.03g Calcium 34
Chloride, 0.02g..??
1000ml
The inspection team at the time of inspection observed that
. . e Free sale certificate of Jiaxing Tianhe (Blood Bags
Linker Asia
83. Lahore Importer Manufacturer) was not embassy attested Not Recommended 0
e CGMP/Free Sale of sutures were not embassy attested
Not recommended
Crepe Bandage 15cm x 4.5m 60
Crepe Bandage 10cm x 4.5m 60
Paraffin Tulle Dressing with Antiseptic | 10cm x 10cm 65
Paraffin Tulle Dressing with Antiseptic | 15cm x 20cm 65
POP Bandage Sizes 15cm x 2.7m 65
POP Bandage Sizes 10cm x 2.7m 65
PU Adhesive Incise Drape Film All Sizes 60
BSN Medical Sterilized Dressing Gauze Pad Radio All Sizes 60
84. Pvt LTD Manufacturer Recommended Qpaqug - -
Karachi Zinc Oxide Adhesive Plaster different 55 5 60
. .5cm x 5m

sizes
fil::SOmde Adhesive Plaster different Sem x 5m 60
Zinc Oxide Adhesive Plaster different 7.5cm x 5m 60

sizes
Karim Cotton (Surgical) Corded 200gm 200gm 57
85. Industries Manufacturer Recommended Cotton (Surgical) Corded 100gm 100gm 57
Lahore Cotton Bandages (Surgical) 6.5cm x 4m 57

m "




6.5cm x 4m BP-II
Cotton Bandages (Surgical)
6.5cm x 4m BPC 6.5cm x 4m >7
Cotton Bandages (Surgical)
7.5¢m x 4m BP-| 7.5cm x 4m >7
Cotton Bandages (Surgical)
7.5¢m x 4m BPC 7.5cm x 4m >7
Cotton Bandages (Surgical)
10cm x 4m BP-Il 10cm x 4m >7
Cotton Bandages (Surgical)
10cm x 4m BPC 10cm x 4m >7
Cotton Bandages (Surgical)
15¢m x 4m BP-Ii 15em x 4m >7
Cotton Bandages (Surgical)
15¢m x 4m BPC 15em x 4m >7
Crepe Bandage BPC
15¢m x 4.5m 15cm x 4.5m 57
Crepe Bandage BPC
10cm x 4.5m 10cm x 4.5m 57
Gauze Cloth Roll Packing
100cm x 20m 100cm x 20m 57
Gauze Cloth Roll Packing
100cm x 40m 100cm x 40m 57
At the time of inspection, poor adherence to GMP, GSP and GLP,
. was observed.Stability chamber was defective, displaying an internal
Alliance . .
temperature to be 51C but the thermometer put in it showed it be
86. Pharma Manufacturer ) ) . . ) Not Recommended 0
31C. Cephradine was kept in hot and humid condition even its color
Peshawar . o . .
was changed to intense yellow which is ordinarily off white to pale
yellow in color, thus “NOT RECOMMENDED"”.
At the time of inspection, poor adherence to GMP, GSP and GLP,
was observed. Insufficient human resource, raw material store was
Heal Pharma congested, many of active raw materials packing were defaced and
87. Pvt Ltd Manufacturer 8 o Y . . P g Not Recommended
Peshawar traceability was compromised. Stability Chamber was non- 0

functional; thus “NOT RECOMMENDED”. The factory premises were
also having dust and solid particles in the outer environment.
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The firm applied as an importer and following observations were
recorded by panel of inspection team.
=  QOriginal GMP/EC-Full Quality Assurance/Quality Control
certificates dully attested by embassy concerned was not

Ghazali roduced /present at the time inspection for the quoted
88. Brothers Importer ::;ems P P g Not recommended 0
K hi ’
arachi = No inventory of Stock of the quoted items were present.
= No qualified person was present at the time of inspection.
The firm is NOT RECOMMENDEDdue to non-fulfillment of
Mandatory embassy attested documents.
. S 1"x5 yards (4.5M) 1 box
Adhesive Tape (Paper/Plastic) 1 of 12 rolls 52
2"x5 ds (4.5M)1b
Usman Adhesive Tape (Paper/Plastic) 2" ofx6 r\(/);lilrs s )1 box 52
89. Entergris'es Importer Recommended . N 3"x5 yards (4.5M) 1 box
Karachi Adhesive Tape (Paper/Plastic) 3 52
- of 4 rolls
. S\ 4"x5 yards (4.5M) 1 box
Adhesive Tape (Paper/Plastic) 4 of 3 rolls 52
Amoxycillin Cap. 250mg 54
Amoxycillin Cap. 500mg 54
.12 [
Amoxycillin ?;gil) Smg/5m 54
.12 [
Amoxycillin ?;gil) Smg/5m 56
stallion Amoxycillin ISr:JJS 50;)5rr(1)§n o 54
90. Pharma Manufacturer Recommended Amoxycillin (6021") g 54
Lahore
Amoxycillin Susp. 250me/5ml 56
Y (90ml)
Susp. 125mg + 31.5
Amoxycillin + Clavulanic acid 5[rjnslp(60mlr)ng me/ 39
Ampicillin + Cloxacillin Cap. 250mg + 250mg 52
Ampicillin + Cloxacillin Cap. 125mg + 125mg 52
Flucloxacillin + Amoxicillin Cap. 250mg + 250mg 37

51




Amoxycillin + Clavulanic acid Inj. 500mg + 100mg 38
Amoxycillin + Clavulanic acid Inj. 1g + 200mg 38
Ampicillin + Cloxacillin Inj. 250mg + 250mg 53
Imipenem + Cilastatin Inj. 500mg 48
Meropenem Inj. 500mg 53
Meropenem Inj. 1g 53
Pipracillin / Tazobactam Inj. 2.25gm 53
Pipracillin / Tazobactam Inj. 4.5gm 53
The inspection team at the time of inspection observed that
¢ In RMS raw material was present without QC identification
labels
Wimnit e Some Raw materials were placed directly on the floor
) without pellets/Racks
Pharmaceutic i
91. m Manufacturer e At In process quarantine temperature was not controlled Not Recommended 0
W e No record of filter change/Integrity testing was present for
- inject able area. Filters were physically checked and found
rusted and in worst condition
Not recommended
At the time of inspection, Anti Rabies vaccine was found stored in
the ordinary double door freezers in a jam-packed manner which
Cirin should have been stored in the vaccine cold room (in which only
92. | Pharmaceutic Importer about 450 vials of vaccine were stored but was full of other active Not Recommended 0
als Hattar KP raw materials and finished goods). The proper temperature
distribution in the vaccine containing freezers was not found
established; thus “NOT RECOMMENDED”.
Succinyl Choline Inj 100mg/2ml 45
Ketorolac Inj 30mg 44
Cirin Cefixime Caps 400mg 42
93. Pharaeutic Manufacturer Recommended Cefixime . Syp 30m! 42
2l Hattar KP Levofloxac!n Tab 250mg 32
- Levofloxacin Tab 500mg 32
Artemether + Lumefentrine Tab 40/240 45
Artemether + Lumefentrine Tab 80/480 45
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Artemether + Lumefentrine Syrup 15 + 90mg 45
Iron Sucrose Inj 100mg 37
Famotidine Tab 40mg 42
Triamcinolone Inj 40mg 48
Alprazolam Tab 0.25mg 43
Alprazolam Tab 0.5mg 43
Fluphenazine Decanoate Inj 25mg 37
Cefotaxime Sodium inj 250mg 36
Cefotaxime Sodium Inj 500mg 36
Cefotaxime Sodium Inj 1g 36
Ceftazidime Inj 500mg 36
Ceftazidime Inj 1g 36
Ceftriaxone Sodium Inj 500mg 41
Ceftriaxone Sodium Inj 1g 41
Imippenem + Cilastatin Sodium Inj 500mg 51
Pipercillin + Tazobactam Inj 2.25g 41
Pipercillin + Tazobactam Inj 4.5g 41
Hydrocortisone Inj 100mg 48
Hydrocortisone Inj 250mg 43
X-ray film RXN (100 sheets) 8x10 47
X-ray film RXN (100 sheets) 12x15 47
X-ray film RXN (100 sheets) 10x12 47
X-ray film RXN 14x17 47
X-ray film CR DIHL (150 sheets where
I FUJI CR installed 8x10 47
94. | Pakistan Pvt Importer Recommended X-ray f"f“ CR DIHL (150 sheets where 10x14 47
Ltd Karachi FUJI CB installed
- X-ray film CR DIHL (150 sheets where 10x12 47
FUJI CR installed
X-ray film CT scan DIHL (100 sheets) 14x17 47
X-ray film for MRI DIHL (100 sheets) 14x17 47
Auto Developer to make 20 L 47
Auto Fixer to make 20 L 47
95. | Hashir Surgical Importer Recommended Surgical Disposable Gloves Sterilized, Size. 6.5, (Powder Free) 50
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Peshawar

The products mentioned at Formulary Serial # 953,956,957,
872,898,899,
900,901,902,1026,1027,1028,1029,1030,743,744,745,746,975,976,9
77,978,979,980, 981,982,983,984, are not recommended by Panel
of MCC experts/Consultants/DTL.

without powder

Texture Surface

Surgical Disposable Gloves Sterilized,

Size. 7 (Powder

without powder Free) Texture Surface >0
Surgical Disposable Gloves Sterilized, Size.7.5 (Powder

. 50
without powder Free) Texture Surface
Surgical Disposable Gloves Sterilized, Size.8  (Powder

. 50
without powder Free) Texture Surface
Nebu.llzer Mask with Chamber & Peads 43
Tubeing
Nebu.llzer Mask with Chamber & Adult 43
Tubeing
an Woven Fabric Surgical Adhesive Sermx10m 38
Fix Roll
an Woven Fabric Surgical Adhesive 10emx10em 38
Fix Roll
Urine Bag With Let 2000m| With - 48

Valve

Colost.omy. Bags (Set Comprlsmg bag, 57mm, 60mm, 70mm 43
adhesive ring, clamp) surfit system
Stomhasive Paste Hydrocllloid Paste (57g) 43
Adhesive Tape (Paper/ Non-Woven) "
D.Reg#.88375 1" (2.5cm) x 5m 48
Adhesive Tape (Paper/ Non-Woven) "
D.Reg#.88375 2" (5em)x 5m 48
Adhesive Tape (Paper/ Non-Woven) "
D.Reg#.88375 3" (7.5cm) x5m 48
Adhesive Tape (Paper/ Non-Woven) "
D.Reg#.88375 4" (10cm) x5m 48
Non Medicated Sterilized Adhesive Non Woven/PU 37
Post Operative Wound Dressing 9x10cm,
Non Medicated Sterilized Adhesive Non Woven/PU 37
Post Operative Wound Dressing 9x15cm,
Non Medicated Sterilized Adhesive Non Woven/PU 37
Post Operative Wound Dressing 9x20cm,
Non Medicated Sterilized Adhesive Non Woven/PU 9x25cm 37
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Post Operative Wound Dressing

Non Medicated Sterilized Adhesive

Post Operative Wound Dressing Non Woven/PU 9x30cm 37
Feeding Tube Size.6FR 48
Feeding Tube Size.8FR 48
Feeding Tube Size.10FR 48
Feeding Tube Size.12FR 48
Feeding Tube Size.14FR 48
Feeding Tube Size.16FR 48
Feeding Tube Size.18FR 48
Feeding Tube Size.20FR 48
Foley's Catheter 2-Way 100% Silicon Size.16FR 43
Foley's Catheter 2-Way 100% Silicon Size.18FR 43
Foley's Catheter 2-Way Silicon Coated | Size.12FR 43
Foley's Catheter 2-Way Silicon Coated | Size.14FR 48
Foley's Catheter 2-Way Silicon Coated | Size.16FR 48
Foley's Catheter 2-Way Silicon Coated | Size.18FR 48
Foley's Catheter 2-Way Silicon Coated | Size.20FR 48
Endotracheal Tube with Cuff Size. 5, 48
Endotracheal Tube with Cuff Size.5.5 48
Endotracheal Tube with Cuff Size.6 48
Endotracheal Tube with Cuff Size.6.5 48
Endotracheal Tube with Cuff Size.7 48
Endotracheal Tube with Cuff Size.7.5 48
Endotracheal Tube with Cuff Size.8 48
IV Cannula Different Sizes. (sterile
having wings with holes + injection
port with easy flipoff . . .
lid + with heparin stopper cap in With hol.es ngSHrTJ:
sterilized hard blister packing and Port+ Bu”t-.m Heparin 49
separately packed within the main Stopper (Blister Pack)

. G-20,
blister pack of cannula. The cannula
should be radio-opaque, as well as
latex, pyrogen and PVC free,).
IV Cannula Different Sizes. (sterile With holes Wings+Inj: 49
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having wings with holes + injection
port with easy flipoff

lid + with heparin stopper cap in
sterilized hard blister packing and
separately packed within the main
blister pack of cannula. The cannula
should be radio-opaque, as well as
latex, pyrogen and PVC free,).

Port+ Built-in Heparin
Stopper (Blister Pack)
G-22,

IV Cannula Different Sizes. (sterile
having wings with holes + injection
port with easy flipoff

lid + with heparin stopper cap in
sterilized hard blister packing and
separately packed within the main
blister pack of cannula. The cannula
should be radio-opaque, as well as
latex, pyrogen and PVC free,).

With holes Wings+Inj:

Port+ Built-in Heparin
Stopper (Blister Pack)
G-24,

49

Disposable Syringes Ordinary (Blister
Pack) Sterile

3ML

49

IV Flued administration sets (Sterile,
minimum 150cm length tubing, latex
& pyrogen free, Blister Pack).

Regular

49

IV Flued administration sets (Sterile,
minimum 150cm length tubing with
additional Y-Injection Port, latex &
pyrogen free, Blister Pack)

Y-Port

49

IV Cannula Different Sizes. (sterile
having wings with holes + injection
port with easy flipoff

lid + with heparin stopper cap in
sterilized hard blister packing and
separately packed within the main
blister pack of cannula. The cannula
should be radio-opaque, as well as
latex, pyrogen and PVC free,).

With holes Wings+Inj:

Port+ Built-in Heparin
Stopper (Blister Pack)
G-20, Venfic
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Drug Reg. N0.081291

IV Cannula Different Sizes. (sterile
having wings with holes + injection
port with easy flipoff

lid + with heparin stopper cap in
sterilized hard blister packing and

With holes Wings+Inj:
Port+ Built-in Heparin

separately packed within the main Stopper (Blister Pack) >4
blister pack of cannula. The cannula G-22, Venfic
should be radio-opaque, as well as
latex, pyrogen and PVC free,).
Drug Reg. N0.081291
18 G—20cm, 16 G
CVP Line Single Lumen Drug |—20cm, 14 G-16cm, 42
Registration No.083397 14 G-20cm, 14 G
—30cm,
4Fx5cm, 4Fx8
cm, 4Fx10cm,
4Fx13 cm, 4Fx15
cm, 4Fx20cm,
4Fx30cm, 5Fx
CVP Line Double Lumen Drug 10 cm, > Fx13
Registration No.083398 cm, > Fx15 em, 42
5Fx20cm, 5Fx
30 cm, 7Fx15cm,
7Fx20cm, 7Fx
30 cm, 8Fx15cm,
8Fx20cm, 8Fx30
cm,
5.5F-8cm, 5.5
F-13cm, 55F-
CVP Line Triple Lumen Drug 20cm, > F-
Registration No.083396 30cm, T 42
1l6cm, 7F-
20cm, 7F-
30cm, 85F-
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20cm,

Dialysis Catheters Double Lumen Drug

Registration No0.083399 16cmx12F, 42
Dialysis Catheters Double Lumen
20 12 F 42
Drug Registration No.083399 cmx2et
Infusion Chamber Paeds 39
. Ophthalmic Onitment
Acyclovir 3% 31
Azithromycin Capsule 250mg 31
Azithromycin Tablet 500mg 31
. Ophthalmic Solution
Chloramphenicol 0.05% 31
Ciprofloxacin Tablet 250mg 31
Ciprofloxacin Tablet 500mg 31
C!profloxac!n as HCL eqg. to Ear Drops 0.3% 31
Ciprofloxacin
Clarithromycin Tablet 250mg 31
Clarithromycin Tablet 500mg 31
Sante Pvt Ltd —r ; -
96. Karachi Manufacturer Recommended Fusidic Acid Topical Cream 2% 31
- HPMC +Dextran Ophthalmic Solution 31
Ophthalmic Solution
Latanoprost 0.005% 31
. . Ophthalmic Solution
Moxifloxacin 0.05% 31
Moxiloxacin USP Tablet 400mg 31
Terbinafine Topical Cream 1% 31
. Ophthalmic Solution
Timolol Maleate 0.05% 31
Tobramycin+Dexamethasone Ophthalmic Suspension 31
Tropicamide Ophthalmic Solution 1% 31
Xylometazoline HCI Nasal Spray 0.1% 31
97. Platinium Manufacturer Recommended Metronidazole Tabs 400mg 49
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Pharma

Karachi

Tinidazole Tab. 500mg 39
Aceclofenac Tab 100mg 34
Diclofenac Sodium Tabs 50mg 34
Mycophenolate Mofetil Tab. 500mg 34
Fluconazole Caps. 150mg 39
Cetirizine Dihydrochloride Tabs 10mg 39
Cetirizine Dihydrochloride Syrup 5mg/5ml 34
Montelukast Tab 10mg 34
Montelukast Tab 5mg 34
Azithromycin Tabs 250mg 34
Azithromycin Tabs 500mg 34
Cefixime Caps. 400mg 39
Cefixime Susp.100mg/5ml 34
Cefixime Susp.200mg/5ml 39
Cephradine Caps 250mg 34
Cephradine Caps 500mg 39
Cephradine Susp 125mg 39
Cephradine Susp 250mg 34
Ciprofloxacin Tabs 250mg 39
Ciprofloxacin Tabs 500mg 34
Clarithromycin Tabs 250mg 34
Clarithromycin Tabs 500mg 39
Doxycycline Caps 100mg 39
Levofloxacin Tabs 250mg 44
Levofloxacin Tabs 500mg 39
Lincomycin Caps 500mg 34
Artemether + Lumefantrine Tabs 40mg + 240mg 34
Artemether + Lumefantrine Tabs 80mg + 480mg 34
Artemether + Lumefantrine Susp.15me/5mi + 34
90mg/5ml
Iron Polymaltose Complex Syrup 50mg/5ml 34
Amlodipine Besylate Tabs 5mg 39
Amlodipine Besylate Tabs 10mg 39
Atenolol BP Tabs 50mg 39
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Atenolol BP Tabs 100mg 39
Clopidorogel Tabs 75mg 39
Losartan Potassium & Tab 50mg &

- 34
Hydrochlorothiazide 12.5mg
Losartan Potassium Tabs 50mg 34
Domperidone Maleate Tab. 10mg 39
Domperidone Maleate Susp. Img/ml 39
Famotidine Tabs 40mg 34
Lactulose Syrup 34
Dinoprostone Tab. 3mg 34
Gliclazide Tab 80mg 34
Tamsulosin Cap 0.4mg 34
Carbamazepine Tabs 200mg 39
Carbamazepine Susp 100mg/5ml 39
Citalopram (HBR) Tab 20mg 34
Divalproex Sodium Tabs 250mg 44
Divalproex Sodium Tabs 500mg 44
Escitalopram Tabs 10mg 39
Fluoxetine Caps 20mg 39
Lamotrigine Tabs 50mg 39
Carbidopa + Levodopa Tabs 25mg + 250mg 39
Levetiracetam Tab 500mg 34
Oxcarbazepine Tabs. 300mg 39
Oxcarbazepine Tabs. 600mg 34
Quetiapine (as Fumarate) Tab 100mg 34
Risperidone Tabs 2mg 39
Sodium Valproate Syrup 250mg/5ml 34
Topiramate Tabs. 50mg 34
Doxofylline Tabs 400mg 39
SALBUTAMOL + BECLOMETHASONE INHALER 100MCG / 50 34
DIPROPIONATE MCG
Doxofylline Syrup 100mg/5ml 39
SALMETEROL + INHALER 34

FLUTICASONE PROPIONATE

25MCG/125MCG
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Ketotifen Syrup 1mg/5ml 39

Ketotifen Tab 1mg 39

SALBUTAMOL INHALER 100MCG 34

Terbutaline Sulfate Tabs 2.5mg 39

Fusidic Acid Cream 39

Alfacalcidol Tablet 0.5mcg 39

Atracurium Besylate Inj 25 mg/2.5 ml 46

Atracurium Besylate 46

Bupvicane HCL + Dextrose Inj 7.5mg+82.5mg 40

Diclofenac Sodium Inj 75mg 35

Diclofenac Sodium enteric coated Tab 50mg 35

Ibuprofen Tab 400mg 35

Ibuprofen Susp 200mg/5ml 35

Susp. Ibuprofen Susp 100mg/5ml 35

N-acetylcyesteine Sachet 39

Montelukast Tab 10mg 30

Montelukast Tab 5mg 30

Abbott CIarithromyc?n Tab 250mg 36
98. | Laboratories Manufacturer Recommended CIar!thromyc!n Tab 500mg 36
" Karachi Clarithromycin Susp 250mg/5ml 31
- Clarithromycin Susp 36
Clarithromycin Susp 31

Moxifloxacin Tab 400mg 44

Artemether + Lumenfantrine Tab 80+480mh 29

Artemether + Lumenfantrine Susp 15/90mg/5ml 29

Candesartan Tab 8mg 39

Candesartan Tab 16mg 39

Candesartan+ Hydrochlorothiazide Tab 16mg+12.5mg 29

Rosuvastatin Tab 10mg 29

Lactulose Susp 3.35gm/5ml 51

Aluminium Hydroxide + Magnesium Susp 35

Hydroxide + Simethicone

61




Glimipride Tab 1mg 29
Glimipride Tab 2mg 29
Glimipride Tab 3mg 29
Glimipride Tab 4mg 29
Metformin HCI Tab 500mg 44
Thyroxin Sodium Tab 50mcg 30
Dothipine Tab 25mg 45
Dothipine Tab 75mg 45
Divalporex Sodium Tab 250mg 45
Divalporex Sodium Tab 500mg 45
Divalporex Sodium Syp 250mg/5mll 45
Divalporex Sodium Inj 500mg 45
Ascorbic Acid Tab 500mg 49
IVancomycin Inj 1gm 47
Vancomycin Inj 50mg 47
Acyclovir Inj 500mg 43
Clarithromycin Inj 500mg 33
99. | Radiant XRAY Importer The inspection team at the time of inspection observed that
Lahore e Free sale and cGMP were not available in original Not Recommended 0
Not Recommended
The Inspection team at the time of inspection observed that
e cGMP and Free Sale certificate of Cord Clamp was not
Endoaid embassy attested
100. Importer . . . Not Recommended 0
Lahore e cGMP and Free Sale certificate of Airways/Bacterial Filter
was not embassy attested
Not recommended
The Inspection team at the time of inspection observed that
101, Health Line Importer ° Re!evant griginal documents were not available at the time Not Recommended 0
Lahore of inspection
Not Recommended
Aventek The Inspection team at the time of inspection observed that
102. Pharma Manufacturer e At RMS there was no technical staff present and Not Recommended
Lahore Temperature was not properly controlled at the time of
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inspection.
e Qualified staff was insufficient at the time of inspection
e Atin process quarantine without proper labeling.
e Stability data was not available
Not Recommended

Hafiz Pharma

The inspection team at the time of inspection observed that
e GSP was not followed for raw materials. There was no
segregation for quarantined and released materials.Labeling
was not done on any of the materials present at the time of
inspection.

Not Recommended

103. Kamoke Manufacturer e Only one recently appointed technical staff was available at
- the time of inspection
e QC was non functional. Most of the reagents and testing
chemicals present were expired
e Valid GMP was not provided
Not recommended
The inspection team at the time of inspection observed that
e Temperature and humidity of Raw material store was not
maintained.
e Stability data (Both Accelerated and Real time) was not
available.
e No labeling was found on the packaging materials in the
h store.
104. %ﬁ Manufacturer o Leaflets of different products were mixed in the same Not Recommended
—Lahore corrugated box.

e Compressed tablets were found without proper
identification.

e Rejected and Good tablets were mixed in the same container
without proper identification

e Moxifloxacin was analyzed by In House titration method, the
method was not validated and no documents were available

e HVAC was not functioning at the time of inspection. Pedestal
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fan was used for ventilation in Blister section.
e There was paint erosion from the walls and ceilings
throughout the plant both in Oral and Parenteral sections.
Not Recommended

105.

Rehman
Rainbow
Lahore

Manufacturer

The inspection team at the time of inspection observed that

e Technically evaluated and found compliant with the
inspection evaluation.

e Letter from DRAP was shown at the time of inspection
stating that issuance of a new cGMP certificate is under
process.

Not recommended

Not Recommended

106.

Medisave
Pharma
Lahore

Manufacturer

The inspection team at the time of inspection observed that
e Filled bottles of Cefixime Dry Syp were present, with a batch
size of 10000. 5000 were labeled with CESAVE
(Manufactured by Medisave) and the rest of the 5000 (with
caps of Allmed) were to be labeled with Brand of Allmed
bearing the same batch number which is a major violation of
the GMP.
e Stability data was not properly maintained
e At In process quarantine two batches of an Infusion were
placed mixed without any identification and status labeling.
Which is a violation of GSP
e No record of filter change/Integrity testing was present for
injectable area. Filters were physically checked and found
rusted and in worst condition
Not Recommended

Not Recommended

107.

Elite Pharma

Lahore

Manufacturer

The Inspection team at the time of inspection observed that

e Overall cleaning conditions were poor.

e Retention samples were not stored at the labeled temperature.
e HVAC system was not functioning properly.

Not Recommended
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e Poor documentation/Record Keeping
e Stability data was not maintained properly

e Poor lab practices in the microbiology section, Expired
LAL/Endotoxin reagent, Absence of positive and negative
controls for sterility tests.

e Production of Cephalosporins and General medicines was
done under one roof with no separate entrance/
Segregation.

e Non Functioning equipments in QC

e Following in house methods for HPLC analysis without
validation

Not Recommended

The inspection team at the time of inspection observed that;

Chiesi No original relevant documents were available at the time of
108.| Pharmaceuti Importer inspection. Not recommended 0
cals Lahore
Not Recommended
Amikacin 100mg 100me/2m! 38
Injection
Amikacin 250mg 2§Om.g/2ml 38
Injection
Amikacin 500mg 250me/2ml 38
Injection
Amoxicillin + Clavulanic 62.5mg 62.50me 42
Bosch Drop
109. Pharma Manufacturer Recommended Amoxicillin + Clavulanic Acid 156.25mg/5ml 42
Karachi 156.25mg/5ml Suspension
Amoxicillin + Clavulanic Acid 1gm 1em 42
Tablet
Amoxicillin + Clavulanic Acid 375mg 375mg 42
Tablet
Amoxicillin + Clavulanic Acid 625mg 625mg 42
Tablet
Amoxicillin + Clavulanic Acid DS 312.50mg/5ml 47

65




312.50mg/5ml Suspension

Artemether 80mg Sng(mI 42
Injection

. . 250mg
Azithromycin 250mg Capsule 42
. . 500mg

Azithromycin 500mg Tablet 42

Ciprofloxacin 200mg/100m| ZOOmg/loomI 43
Infusion
0.3%

. . 0
Eye. Drop Ciprofloxacin 0.3% Drop 43
o,

Eye.Drop Moxifloxacin 0.5% 0.5% 43
Drop

Iron Sucrose 100mg/5ml 190mg/5m| 37
Injection

Levofloxacin 500mg/100ml 500mg/100ml 42
Infusion

Linezolid 200mg/100ml 200mg/100m| 38
Infusion

Linezolid 600mg/300ml 600meg/300m| 43
Infusion

1 I

Metronidazole 500mg/100m| 500mg/ 00m 43
Infusion

Midazolam 5mg/5ml 5mg/$ml 42
Injection

Moxifloxacin 400mg/250ml 400”.'g/250m' 42
Infusion

Nalbuphine 10mg 10.mg_/ml 42
Injection

Omeprazole 40mg 4ng' 43
Injection

Paracetamol 1gm/100mi lgm/.100ml 48
Infusion

Ranitidine 50mg Sng(ZmI 43
Injection
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100mg/2ml

Tramadol HCI 100mg/2ml - 42
Injection
Amoxicillin + Clavulanic Acid 600mg 690mg 41
Injection
- . . 1.2gm
Amoxicillin + Clavulanic Acid 1.2gm o 41
Injection
Azithromycin 500mg So.om.g 40
Injection
1
Cefoperazone + Sulbactam 1gm g.m . 40
Injection
2
Cefoperazone + Sulbactam 2gm g.m . 40
Injection
Ceftriaxone 2gm ng . 40
Injection
. . . . 500mg
[ [ I 4
mipenem + Cilastatin 500mg (Inj) Injection 0
Meropenem 500mg SQOmg 41
Injection
Meropenem 1gm lgm . 41
Injection
2.2
Piperacillin + Tazobactam 2.25gm . Sg.m 44
Injection
. - 4.5gm
Piperacillin + Tazobactam 4.5gm . 44
Injection
. . 50mg
T |
igecycline 50mg Injection 30
500
Vancomycin 500mg . m.g 41
Injection
Vancomycin 1gm 1gm . 41
Injection
Aceclofenac 100mg Tablet 44
Rotex -
Pha_rma Pyt Alfacalcidol .5mcg Tablet 29
110. —Ltd Manufacturer Recommended Arthemether + Lumifantarine 40/240mg Tablet 29
— Atenolol 50mg Tablet 39
Islamabad - -
Azithromycin 250mg Capsule 39
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Ciprofloxacin 250mg Tablet 39
Ciprofloxacin 500mg Tablet 39
Clarithromycin 250mg Tablet 39
Clarithromycin 500mg Tablet 39
Clopidogrel 75mg Tablet 39
Diclofenac Sodium 50mg Tablet 29
Escitalopram 10mg Tablet 39
Famotadine 40mg Tablet 29
Febuxostat 40mg Tablet 29
Fluoxetine HCL 20mg Capsule 29
Ibandronic Acid 150mg Tablet 39
Isosorbide-5-Mononitrate 20mg Tablet 29
Isosorbide-5-Mononitrate 40mg Tablet 29
Lamotrigine 50mg Tablet 29
Leflonamide 20mg Tablet 29
Levetiracetam 250mg Tablet 39
Levetiracetam 500mg Tablet 39
Levocetrizine 5mg Tablet 29
Levofloxacin 250mg Tablet 29
Levofloxacin 500mg Tablet 29
Montelukast 10mg Tablet 39
Montelukast 5mg Tablet 39
Montelukast 4mg Tablet 39
Moxifloxacin 400mg Tablet 39
Ondansetron 8mg Tablet 29
Pregabalin 75mg Capsule 39
Pregabalin 150mg Capsule 39
Quetiapine 100mg Tablet 39
Rivaroxabin 10mg Tablet 29
Rosuvastatin 10mg Tablet 39
Vildagliptan 50mg Tablet 29
111. Medli_lT?rll_le o Importer Recommended Heparin Sodium Inject 5000iu/ml 46
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Islamabad

The following observations were recorded by the
Penal of inspection team at the time of inspection.

Calibration of equipments was expired

A number of products were quoted to MCC-KP but only five
products (Finished dosage form) were analyzed via HPLC.
Documentation record was very poor (including stability
data).

QC temperature was high (equipment room AC was out of
order).

112, ?ﬁm\[ Manufacturer ° Accel.era.ted stability chamber was present but non- Not Recommended 0
Is—lamabad functioning.
— e In RMS & FGS, ACs was there but the temperature and
humidity was not properly controlled.
e Poor hygienic condition.
e Very poor lighting system.
e No medical record of workers, used for observation of
particles inside ampoules.
e In FGS, some finished products were on floor.
e In quarantine, some raw materials were also on floor.
On the basis of above observations the firm is Not Recommended.
ATRACURIUM BESYLATE 10MG / ML 3ML AMP 48
ATRACURIUM BESYLATE 10MG / ML 5ML AMP 48
BUPIVACAINE HCL 0.5% 0.50% 48
BUPIVACAINE HCL 0.75% 0.75% 48
GLYCOPYROLATE + NEOSTIGMINE 48
Brookes METHYL SULPHATE
113.| Pharma Pvt Manufacturer Recommended GLYCOPYROLATE Inj 0.2mg 48
Ltd Karachi Diclofenac Sodium Inj 75mg 48
Diclofenac Sodium Tab 50mg 50mg 46
Nalbuphine HCL 10mg 10mg 48
Nalbuphine HCL 20mg 20mg 48
Tramadol HCL 100mg 100mg 48
Neostigmine Methyl Sulphate2.5mg/ | 2.5mg 48
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5ml

Levocitirizine Tab 5mg 46
Montelukast Sodium Tab 10mg 46
Ciprofloxacin 250mg Tab 250mg 46
Ciprofloxacin 500mg Tab 500mg 46
Ciprofloxacin 200mg Inf 200mg 48
Levofloxacin Infusion Inf. 48
Levofloxacin 250mg Tab 250mg 46
Levofloxacin 500mg Tab 500mg 46
Linezolid 200mg/100m| 200mg/100ml 48
Linezolid 600mg/300m| 600mg/300ml 48
Rifaximin 550mg Tab 550mg 46
Iron Polymaltose Complex 50mg / 5ml | 50mg/ 5ml 48
Amlodipine 5mg 5mg 46
Amlodipine 10mg Tab 10mg 46
Lactulose Solution 3.35g/5ml 3.35gm 5ml 48
Dexamethasone Inj 4mg / ml 48
Glimepride 1mg 1mg 46
Glimepride 2mg 2mg 46
Glimepride 3mg 3mg 46
Glimepride 4mg 4dmg 46
Escitalopram 10mg 46
Pregabalin 75mg 75mg 46
Pregabalin 150mg 150mg 46
Povidone lodine Solution 450ml 450ml 46
Povidone lodine Surgical Scrub 450ml | 450ml 46
Alfacalcidol 0.5mcg 0.5mcg 46
Cefotaxime Sodium 250mg 250mg 43
Cefotaxime Sodium 500mg 500mg 43
Cefotaxime Sodium 1gm 1gm 43
Ceftazidime 500mg Inj 500mg 43
Ceftazidime 1gm Inj 1gm 43
Ceftriaxone 500mg Inj 500mg 43
Ceftriaxone 1gm Inj 1gm 43
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At the time of inspection, poor adherence to GMP, GSP and GLP,

Welwrd . . . . .
thw was observed. Limited quantity of active raw material. Stability
14, — .. Manufacturer Chamber was defective. HVAC was not extended to the whole Not Recommended
cals Hattar . . « 0
T manufacturing area and was not properly working, thus “NOT
- RECOMMENDED”.
. . Feeding Tube with Cap
Feeding Tube with Stopper Ca . 54
The firm applied as an importer for various items and following 8 PP P Size: 06¢ch x 50cm
observations were made.
= |V cannula?, suction c.atheFers, chest tube,. feedln.g tubes, ' ' Feeding Tube with Cap
nasogastric tubes (Bicakcilar Turkey): Valid Quality Feeding Tube with Stopper Cap Size: 08ch x 50em 54
assurance & free sale certificates dully attested by embassy '
concerned were present.
. Spin.a.l needles (Shangai mekon medical): Original free sale | £oc ging Tube with Stopper Cap F'eeding Tube with Cap 54
certificate dully attested by the embassy concerned was Size: 10ch x 50cm
present where as cGMP/EC-full quality assurance certificate
was not embassy attested. ' ' Feeding Tube with Cap
Usmanco » ETT with and without cuff (Chilecom medical): Original free | Feeding Tube with Stopper Cap Size: 12¢h x 50cm >4
o sale certificate dully attested by the embassy concerned was
115.| International Importer . -
Karachi present where as cGMP/EC-full quality assurance certificate
N i h
was not embassy attested. Nasogastric Tube Disposable Sterilized 'as?gastrlc Catheter 54
= Bacterial, HME, Viral filter (Zhejiang fert medical devices): Size: 12Ch x 123cm
Original free sale certificate and cGMP/EC-full quality
assurance certificate was not embassy attested. . _ - Nasogastric Catheter
Nasogastric Tube Disposable Sterilized Size: 14Ch x 123¢m 54
The firm is RECOMMENDED only for the quoted items of Bicakcilar
Turkey N tric Cathet
Nasogastric Tube Disposable Sterilized S_as?izscr:lc 1;3 eter 54
Items not qualified at formulary# 953,954,955,956 failed in 1z€: X 12scm
DTL/Panel of MCC expert due to non fulfillment of required
specifications i
P Nasogastric Tube Disposable Sterilized Nasogastric Catheter 54

Size: 18Ch x 123cm
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Nasogastric Catheter

Nasogastric Tube Disposable Sterilized Size: 20Ch x 123¢m 54
Thoracic Catheter With
. Trocar, Standard Tip
Chest Tube (with trocar) Sizes: 24CH, 28CH & 54
32CH
Thoracic Catheter
. Without Trocar Sizes:
Chest Tube (without trocar ) 24CH, 28CH, 32CH & 54
36CH
. - Suction Catheter Size:
Suction Catheter Sterilized 06Ch x 50cm 54
. . Suction Catheter Size:
Suction Catheter Sterilized 08Ch x 50cm 54
. - Suction Catheter Size:
Suction Catheter Sterilized 10Ch x 50cm 54
. - Suction Catheter Size:
Suction Catheter Sterilized 12Ch x 50cm 54
. - Suction Catheter Size:
Suction Catheter Sterilized 14Ch x 50cm 54
Usawa At the time of inspection, poor adherence to GMP, GSP and GLP,
Pharmaceuti was observed Sources of most of the Active Raw Material were not
116. cals Risalpur Manufacturer traceable. Functional HVAC not available; thus “NOT Not Recommended 0
KP RECOMMENDED"”.
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The following observations were recorded by the
Penal of inspection team at the time of inspection.

Alza Pharma e No real time stability chamber
117. Manufact Not R ded
Rawalpindi anutacturer e HVAC was not available in all sections. ot Recommende 0
e No manufacturing at the time of inspection.
On the basis of above observations the firm is Not Recommended.
Surgical Blade (Steel carbon, .
Size 11 54
black/blue) €
Surgical Blade (Steel carbon, Size 15 54
. black/blue)
Rafi Sultan Surgical Blade (Steel carbon
118.| Enterprises Importer Recommended 8 ’ Size 22 54
: black/blue)
Karachi ;
Surgical Blade (Steel carbon, Size 23 54
black/blue)
Surgical Blade (Steel carbon, .
2 4
black/blue) Size 25 >
The products mentioned at Formulary Serial # 766, 767, 768, 769, CVP LINE Different Sizes Single Lumen 47
119 Genus Importer 770,771, 772,773, 774, 775, 810, 811, 812, 813, 814, 815, 816, 817, | CVP LINE Different Sizes Double Lumen 47
' Karachi P 818, 819, 832, 834, 836, 837 are not recommended by Panel of . . .
CVP LINE Different Sizes Triple Lumen 47
MCC experts/Consultants.
Novo Insulin 70/30 Inj 100iu/ml 64
120. Nordisk Importer Recommended Insulin regular Inj 100iu/ml 64
Karachi Factor VII Inj 1mg/vial 68
Injecti
njection I/V fluid administration sets (sterile,
Systems minimum 150cm length tubing latex
121. Gadoon Manufacturer Recommended .g 5 50
. and pyrogen free, blister pack)
Amazai
Sawabi
Thalidomid Cap 100 42
122.| Atco Karachi Manufacturer Recommended a‘| om| € a.p me
Parlidoxime Inj 20mg/ml 42
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Noradrenaline Inj 4mg/4ml 33
Phenytoin sodium Inj 250mg/5ml 31
Ipratropium Bromide Inj 250mg/mll 40
Recommended Inj. Tra_1mado| HCL Inj 29
Tab. Rivaroxaban Tab 34
Acetyle salicylic Acid 75mg 44
Amplodipine + Valsartan 5/80mg 34
Amplodipine + Valsartan 5/160mg 34
Amplodipine + Valsartan 10/160mg 36
Glyceryl Trinitrates 2.6mg 34
Glyceryl Trinitrates 6.4mg 34
Lisinopril Tab 5mg 34
Lisinopril tab 10mg 34
Metaprolol Tartarate 25mg 39
Metaprolol Tartarate 50mg 39
Metaprolol Tartarate 100mg 39
Metaprolol Tartarate Inj. 39
Tab. Rosuvastatin 10mg 29
123.| Atco Karachi Manufacturer Tab. Domperidone 10mg 34
Tab. Sitagliptin + Metformin 50/500mg 39
Tab. Sitagliptin + Metformin 50/1000mg 39
Tab. Vildagliptin 50mg 39
Cap. Duloxetine 30mg 29
Cap. Duloxetine 60mg 29
Cap. Pregablin 50mg 34
Cap. Pregablin 75mg 34
Moxifloxacin eye drops 0.50% 29
Betamethasone Dipropionate 0.05%w/v 39
Betamethzilsone Dipropionate + 0.05%+0.1% w/W 39
Gentamycin
Betamethésone Dipropionate + 0.05%+0.1% w/W 39
Gentamycin
Permetharin 5 % 5% w/w 39
Permetharin 5 % 5%w/v 39
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Polymyxin B sulphate + Bacitracin

29

Terbinafine 1%w/w 39
Chlorhexidine Gluconate 29
The firm applied as importer and following observations were made.
= Nipro Indonesia: Original free sale certificate dully attested
by the embassy concerned was not present whereas
cGMP/EC certificate was not embassy attested.
= Nipro Corporation Japan: Original free sale certificates dully
attested by the embassy concerned was not present whereas
Lab Link cGMP/EC certificate was not embassy attested.
124. Karachi Importer = Nipro Corporation Thailand: original free sale certificates Not Recommended 0
and cGMP/EC certificate were not embassy attested.
= Nipro Shanghain China: Original free sale certificate dully
attested by the embassy concerned was not present whereas
cGMP/EC certificate was not embassy attested.
The Firm is NOT RECOMMENDED due non- fulfillment of the
mandatory embassy attested documents.
Trimacinolone Acetonide Incetion 40mg 39
Procylidine HCI Injection 10mg 39
Betamethasone Ointment 0.05% 15gm 39
Mass Betamethasone Cream 0.05% 60ml 39
125. Pharma Manufacturer Recommended Betamethasone Lotion 0.0S‘V: 60m|° 39
Lahore Betamethasone+Gentamicin Cream 0.05% +0.1% 29
15gm
Betamethasone+Gentamicin Ointment 0.05% + 0.1% 29
15gm
Fluocinolone Acetonide Cream 0.03% 30gm 29
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Fluocinolone Acetonide Gel 0.03% 30gm 29
Fusidic Acid Cream 2% 15gm 29
Fusidic Acid Ointment 2% 15gm 29
Permethrine Lotion 5% 60ml 39
Terbinafine Cream 1% 10gm 29
Mycophenolate mofetil 250mg 250mg Cap 41
All relevant documents as per SBDs/Evaluation criteria were verified
Aster Life in originél EXCFPT 9rigina| Fr.ee sale certificate of Octreotide Mycophenolate mofetil 500mg 500mg Tab. 41
. (Asterotide) Inj(Beijing SL China).
126. Sciences Importer . - .
Lahore Recommended for awarding the specified marks for the items
mentioned in the scrutiny proforma for physical evaluation EXCEPT | Tacrolimus 1 mg capsules 1 mg capsules 41
for Octreotide Inj.
Tacrolimus 0.5 mg capsules 0.5 mg capsules 41
The following observationswere recorded by the
Penal of inspection team at the time of inspection.
. e Air condition of FGS was out of order (Temp; was high).
NeoMedix e In RMS some containers were on Floor
127. Pharma Manufacturer ] . ) Not Recommended 0
ISlamabad e No Real time stability Chamber.
e For analysis/assay UV and Titration is used.
e Unhygienic condition.
On the basis of above observations the firm is Not Recommended.
Filgrastim Inj 300 mg 24
Erythropoietin/Epoetin-a Inj 2000 U 29
128. AAPh I t R ded
arma MPOTEEr ecommende Erythropoietin/Epoetin-a Inj 4000 IU 29
Erythropoietin/Epoetin-a Inj 10000 IU 29
Zoledronic Acid 4 mg Inj. Zoldria4 mgInj. 1's 31
AJM Pharma Deferasirox 250 mg Tab. Odlerox 250 mg Tab. 34
129. Karachi Importer Recommended 30's
Deferasirox 500mg Tab. ;)c()jlzzrox 500 mg Tab. 34
3H Hoffman Cyclosporine 25mg 25mg Cap 32
130. I t R ded
Lahore mporter ecommende Cyclosporine 50mg 50mg Cap 32
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Cyclosporine 100mg

100mg Cap

32

Dobutamine 250mg

250mg/5ml amp

32

Dopamine 200mg

200mg/5ml amp

32

Isosorbide dinitrate 10mg/10ml

10mg/10ml amp

32

Filgrastim 300mcg

300mcg Injection

22

Epoetin-a

20001U/0.5ml PFS

27

Epoetin-a

40001U/0.4ml PFS

27

Epoetin-a

100001U/ml Injection

22

131.

3M Pakistan
Pvt Ltd
Karachi

Importer

Recommended

Adhesive Tape (Paper/Plastic)

1" width and various
lengths. 1527-1
transpore surgical
plastic tape 1"x10 yards
hypoallergenic and
latex free, 12/box.
1530-1 micropore
paper tape 1"x10 yards,
12/box

54

Adhesive Tape (Paper/Plastic)

2" width and various
lengths. 1527-2
transpore surgical
plastic tape 2"x10 yards
hypoallergenic and
latex free, 12/box.
1530-2 micropore
paper tape 1"x10 yards,
06/box

54

Adhesive Tape (Paper/Plastic)

2" width and various
lengths. 1527-3
transpore surgical
plastic tape 2"x10 yards
hypoallergenic and
latex free, 12/box.
1530-3 micropore
paper tape 1"x10 yards,
04/box

54
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2228 3M Foam

ECG Sticking Electrodes Monitoring Electrodes, 54
1000/case
15cmx28cm, 6635
PU Adhessive Incise Drape Film loban antimicrobial 54
incise drape, 10/box
30cmx28cm, 6640EZ
PU Adhessive Incise Drape Film loban antimicrobial 54
incise drape, 10/box
45cmx28cm, 6648EZ
PU Adhessive Incise Drape Film loban antimicrobial 54
incise drape, 10/box
55cmx44cm, 6650EZ
PU Adhessive Incise Drape Film loban antimicrobial 54
incise drape, 10/box
Nalbuphine Hcl Inj 10mg a7
Amoxycillin Trihydrate Cap 500mg 46
Amoxycillin Trihydrate Sus 125mg 46
Amoxycillin Trihydrate Sus 125mg 46
Amoxycillin Trihydrate Sus 250mg 46
Amoxycillin Trihydrate Sus 250mg 46
Beclomethasone+Salbutamol Inh 50mcg 46
Carvedilol Tab 6.25mg 46
Macter Cef?x?me 400mg 51
132.| International Manufacturer Recommended Cef!x!me Sus 100me/5m >1
Ltd Karachi Cefixime Sus 200mg/5ml 51
Ciprofloxacin HCI Tab 500mg 47
Ciprofloxacin HCI Tab 250mg 47
Clarithromycin Tab 250mg 46
Clarithromycin Tab 500mg 46
Clarithromycin Sus 125mg 46
Clopidogrel Tab 75mg 46
Co-Amoxiclav Tab 625mg 41
Co-Amoxiclav Tab 1gm 41
Co-Amoxiclav Sus 156.25mg 41
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Co-Amoxiclav Sus 312.50mg 41
Glimepiride Tab 2mg 46
Glimepiride Tab 1mg 46
Glimepiride Tab 3mg 46
Glimepiride Tab 4mg 46
Mecobalamin Inj 500mcg 47
Montelukast Sodium Tab 10mg 47
Pregabalin Cap 50mg 46
Pregabalin Cap 75mg 46
Pregabalin Cap 150mg 46
Rosuvastatin Tab 10mg 46
Salbutamol Inh 100mcg 47
Salmeterol+Fluticasone propionate Inh 25/125mcg a7
Vitamin D3 (Cholecalciferol) Inj 5mg/ml 42
Zoledronic Acid Inj 4mg/5ml 37
Amoxycillin Sodium + Clavulanic Acid Inj 0.6gm 45
Amoxycillin Sodium + Clavulanic Acid Inj 1.2gm 45
Cefotaxime Sodium Inj 250mg 45
Cefotaxime Sodium Inj 500mg 45
Cefotaxime Sodium Inj 1gm 45
Ceftriaxone Inj 2gm 46
Ceftriaxone Inj 500mg 46
Ceftriaxone Inj 1gm 46
Meropenem Inj 500 mg 46
Meropenem Injlgm 46
Piperacillin + Tazobactam Inj 2.25 gm 45
Piperacillin + Tazobactam Inj 4.5 gm 45
PE:tri\F;iseTti At the time of inspection, poor adherence to GMP, GSP and GLP,
133. cals Manufacturer was observed. Expired active raw material was marked as released, Not Recommended 0
thus “NOT RECOMMENDED"”.
Peshawar
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134. Hospital Importer The firm applied as an importer and following observations were
Services and made.
Sales Karachi = Antirabies (Bharat biotech india): Free sale certificate and
cGMP certificate were embassy attested.
= Serum institute (India): Free sale certificate and cGMP
certificate were embassy attested. Antirabies vaccine Inj 0.5ml 40
= Auto disable syringe 1ml, 3ml, 5ml (Wuxi Ysou medical
appliance china): Free sale certificate and cGMP certificate
were not embassy attested.
The firm is only RECOMMENDED for Antirabies and tetanous toxoid.
Tetanus Toxoid vaccine Inj 0.5ml 40
Filgrastim Inj. 300 mcg 46
BF Bio Erythropoietin Inj. 20001.U 37
135.| Sciences Manufacturer Rcommended
Lahore Erythropoietin Inj. 4000 I.U 37
Terlipressin acetate Inj. 1 mg 44
20mm 1/2 circle round
CATGUT CHROMIC
body needle Size 4/0
Vikor CATGUT CHROMIC 20mm 1/2 circle round
Healthcare body needle Size 3/0
136. Pyt Ltd Manufacturer Recommended CATGUT CHROMIC 26mm 1/2 cwc]e round
Karachi body needle Size 2/0
30mm 1/2 circle round
CATGUT CHROMIC body needle Size 2/0
CATGUT CHROMIC 30mm 1/2 circle round
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body needle Size 0

30mm 1/2 circle round

CATGUT CHROMIC body needle Size 1 48
CATGUT CHROMIC 40mm 1/2 circle round 48
body needle Size 2
CATGUT CHROMIC 40mm 1/2 circle round 48
body needle Size 0
CATGUT CHROMIC 40mm 1/2 circle round 48
body needle Size 1
16mm 1/2 circle round
BRAIDED SILK body needle Size 4/0 48
16mm, inside cutting
BRAIDED SILK curved Size 4/0 48
26mm curved reverse
BRAIDED SILK cutting Size 4/0 48
30mm 1/2 circle round
BRAIDED SILK 48
body needle Size 3/0
16mm 1/2 round body
BRAIDED SILK needle (non cutting) 48
Size 3/0
26mm curved reverse
BRAIDED SILK . . 48
cutting Size 2/0
30mm 1/2 circle round
BRAIDED SILK body needle Size 2/0 48
BRAIDED SILK 30mm 1/2 round body 48
needle Size 0
30mm 1/2 circle round
BRAIDED SILK body needle Size 1 48
36mm 1/2 circle round
BRAIDED SILK body needle Size 1 48
40mm 1/2 circle round
BRAIDED SILK body needle Size 2 48
Ferozsons Acyclovir Tab 200mg 50
137. Labs Manufacturer Recommended Carvedilol Tab 6.25mg 50
Amangarh Carvedilol Tab 12.5mg 50
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Nowshera Carvedilol Tab 25mg 50
Ciprofloxacin Tab 250mg 49
Clarithromycin Tab 250mg 49
Clarithromycin Tab 500mg 49
Famotidine Tab 40mg 49
Gliclazide Tab 80mg 44
Loratadine Tab 10mg 49
Losartan Potassium Tab 25mg 50
Losartan Potassium Tab 50mg 50
Losartan
Potassium+Hydrochlorthiazide Tab 50+12.5mg 49
Rifaximine Tab 550mg 51
Rosuvastatin Tab 10mg 50
Sitagliptin + Metformin Tab 50+500mg 50
Tamsulosin Cap 0.4mg 50
Amlodipine + Valsartan Tablet 10/160mg 35
Amlodipine + Valsartan Tablet 5/160mg 35
Amlodipine + Valsartan Tablet 5/80mg 35
Rivaroxaban Tablet 10mg 30
Rivaroxaban Tablet 15mg 30
Rivaroxaban Tablet 20mg 30
Sci Life Valsartan + Hydrochlorothiazide Tablet 80/12.5 29
138. Pharma Manufacturer Recommended Sitagliptin + Metformin Tablet 50/1000 45
Karachi Sitagliptin + Metformin Tablet 50/500 45
Rosuvastatin Tablet 10mg 44
Diclofenac Sodium Tablet 50mg 44
Levofloxacin Tablet 250mg 44
Levofloxacin Tablet 500mg 44
Moxifloxacin Tablet 400mg 44
Valsartan Tablet 80mg 29
139.| Pakistan Manufacturer The firm applied as a manufacturer and the inspection team Diclofenac Sodium Tablet 50mg 41
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Pharmaceuti
cal Products
Karachi

observed that,
= |njectables: No stability studies were found for the quoted
items nor present in the stability chamber.
= Microbiological section was not functional at the time of
inspection.
= Cleanliness of the syrup section was not satisfactory.
The firm is RECOMMENDED only for tablet and capsule dosage
forms.

Suspension
I f 41
buprofen 100mg/5ml (90ml)
Syrup
Paracetamol 120mg/5ml (60ml) 36
Cetirizine Tablet 10mg 31
I
Cetirizine (Sg/(;l:npl)Smg/Sm 31
Amoxicillin Trihydrate Capsule 250mg 31
Amoxicillin Trihydrate Capsule 500mg 31
e Dry Syrup
Amoxicillin Trihydrate 250mg/5ml (60ml) 31
Azithromycin Capsule 250mg 31
Azithromycin >00mg 31
capsules
. Capsule
Cefixime 400mg 36
. Dry Syrup
Cefixime 100mg/5ml 31
. Dry Suspension
Cefixime 200mg/5ml 31
Cephradine Capsule 250mg 36
Cephradine Capsule 500mg 36
Cephradine Dry Syrup 125mg 36
Cephradine Dry Syrup 250mg/5ml 36
60ml
Ciprofloxacin Tablet 250mg 31
Ciprofloxacin Tablet 500mg 31
Clarithromycin Tablet 250mg 36
Clarithromycin Tablet 500mg 36
Levofloxacin Tablet 250mg 41
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Levofloxacin Tablet 500mg 41
Moxifloxacin Tablet 400mg 31
Artemether + Lumefratrine Tablet 40mg + 240mg 46
Artemether + Lumefratrine Tablet 80mg + 480mg 46
Folic Acid Tablet 5mg 36
Tab.lron Hyd_roxw?e Polymaltose 100mg+0.35mg Tablet 31
complex+Folic Acid
Sypdron Hydroside Polymaltose 1 ron somg syrup 6oml | 31
Propranolol Tablet 10mg 31
Propranolol HCI Tablet 40mg 31
Tab.Famotidine 40mg Tablet 40mg 31
Escitalopram Tablet 10mg 31
Sertraline HCI Tablet 100mg 31
Aminophylline + Diphenhydramine + Syrup 32mg + 8mg + 31
Ammonium Chloride 30mg /5ml (120ml)
Ketotifen Hydrogen Fumarate Syrup 0.2mg/ml (60ml) 41
Diclofenac Sodium Tablet 50mg 41
GLIMEPIRIDE + METFORMIN Tab 1mg 39
GLIMEPIRIDE + METFORMIN Tab 2mg 39
GLIMEPIRIDE Tab 1mg 39
GLIMEPIRIDE Tab 2mg 46
GLIMEPIRIDE Tab 3mg 39
GLIMEPIRIDE Tab 4mg 40
Sanofi GLIBENCLAMIDE Tab 5mg 48
. METRONIDAZOLE Inf 500mg/ 100mll 50
140. ﬁ‘;/reanctrl‘s; Manufacturer Recommended METRONIDAZOLE Tab 400 mg 1
POLYGELINE Inf 500 mL 3.5% 48
METFORMIN Tab 500 mg 49
DROTAVERINE Tabv40mg 40
CEFPODOXIME Sus 50 mL Bottle 41
CEFPODOXIME Tab 100 mg 41
RAMIPRIL Tab 5 mg 35
CEFTRIAXONE Inj 500mg 49
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CEFTRIAXONE Injlgm 50
CEFOTAXIME Inj 0.25gm 50
CEFOTAXIME Inj 0.5 gm 49
CEFOTAXIME Inj 1.0 gm 49
Enoxaprin Injn 40mg 51
Enoxaprin Inj 60mg 51
Enoxaprin Inj 80mg 49
Clopidogrel Tab 75mg 50
Drotavarine Inj 40mg/2ml 48
17mm % circle round body 39
20mm % round body 39
17mm Non cutting 39
The firm applied as an importer and following observations were
made. 30mm % round Body non Cutting 39
= Deme sor.b,‘ Deme silk, Deme. !ene, Deme lene mesh (DEME 30mm % circle round body 39
TECH): Original free sale certificate and cGMP/EC-full quality
assurance certificate dully attested by the embassy 45mm % round Body Non cutting 39
concerned were present. 1 '
sindh = Semperit investment Asia: Original free sale certificate and | 30Mm % round Body Non cutting 39
141 Medical Importer cGMP/EC-full quality assurance certificate dully attested by 40mm % round Body Non cutting 39
Store Karachi the embassy concerned were not present.
= Sritrang: Original free sale certificate and cGMP/EC-full 40mm % circle round body Non cutting 39
quality assurance certificate dully attested by the embassy v circl d bod dl
concerned were not present. A0mm 7 circle round body needle 39
® Non- change enterprisesTaiwan: Original free sale certificate | 15m curved cutting fine 39
was not present where as cGMP/EC-full quality assurance
certificate was expired. (05/08/2017). 19mm cutting curved 39
The firm i ly RECOMMENDED for sut .
€ firm s only sutures 19mm cutting curved 39
24mm cutting curved 39
24mm 3/8 cutting reverse cutting 39

curved
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30mm % round body 39
25mm % round body 39
75mm straight cutting needle 39
75mm straight cutting 39
30mm % round body 39
20mm % circle round body needle 39
20mm % circle round body needle 39
30mm % circle round body needle 39
30mm % circle round body needle 39
40mm % circle round body needle 39
40mm % circle round body needle 39
40mm % circle round body needle 39
16mm % circle round body needle 39
16mm 3/8 cutting curved 39
16mm % round body needle (Non 39
cutting)

30mm % circle round body needle 39
(reverse cutting)

30mm round body cutting needle 39
30mm % round body needle 39
30mm % circle round body needle 39
30mm % circle round body cutting 39
needle

40mm % circle round body needle 39
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40mm % circle round body needle 39
30mm % round body 39
40mm % round body 39
30mm % circle round body 39
30cm x 30cm 39
6cm x 11lcm 39
15cm x 15cm 39
Cotton (surgical) corded absorbent

2
cotton wool BPC 00gm 65
Cotton (surgical) corded absorbent 100gm 65
cotton wool BPC
Cotton Bandage (surgical) cotton
bandage BP Type-2 6.5cmx4m 65
Cotton Bandage (surgical) cotton
bandage BP Type-2 7.5¢cmx4m 65
Cotton Bandage (surgical) cotton
bandage BP Type-2 10cmx4m 65
Cotton Bandage (surgical) cotton 15cmxdm 65

Cotton Craft bandage BP Type-2
142. Manufacturer Recommended ; .
Lahore Cotton bandage (surgical) surgical

6.5cmx4m 65
bandage BPC
Cotton bandage (surgical) surgical
bandage BPC 7.5cmx4m 65
Cotton bandage (surgical) surfical

10 4 65
bandage BPC cmxam
Cotton bandage (surgical) surgical

15 4 65
bandage BPC cmxam
Crepe Bandage BPC Cotton crepe

15 4.5 65
bandage BPC cmxa.om
Crepe Bandage BPC Cotton crepe 10cmx4.5m 65

bandage BPC
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Eye Pad Sterile Optic Eye Pad (sterile) 5cmx7.5cm 65
Paraffin Tulle Drgssmg with Antiseptic 10emx10em 65
Para-Tulle Dressing
Paraffin Tulle Drfassmg with Antiseptic 15cmx20em 65
Para-Tulle Dressing
Paraffin Tulle Drfassmg with Antiseptic 15cmx150em 65
Para-Tulle Dressing
POP Bandages Sizes Plaster of Paris 15emx2.7m 65
Bandage
POP Bandages Sizes Plaster of Paris 10emx2.7m 65
Bandage
Sterilized Dressing Guaze Pad Radio
Opaque Promed X-Ray Detectable 10cmx10cm 8ply X-Ray 65
Guaze Swabs Sponges USP-IV(N/S)
Sterilized Dressing Guaze Pad Radio
Opaque Promed Guaze Swabs Sponges | 10cmx10cm 8ply X-Ray 65
USP-IV(N/S)
Sterilized Dressing Gauze Pad Promed
Gauze (Hooper) Gauze Swabs USP-IV 10cmx10cm 65
8Ply 1x10x10 (St.)
Sterilized Dressing Gauze Pad Gauze
Swabs USP-IV 8Ply 1x10x10 (St.) 15cmx15em 65
Epoetin Beta Inj 2000iu 50
Epoetin Beta Inj 5000 iu 50
ROCHE Methoxy PEG Epoetin Beta Inj 50mcg 53
Methoxy PEG Epoetin Beta Inj 75mcg 53
143. Pharma Importer Recommended . .
Karachi Methoxy PEG Epoetin Beta Inj 100mcg 53
Methoxy PEG Epoetin Beta Inj 150mcg 53
Methoxy PEG Epoetin Beta Inj 200mcg 53
Mycofenolate Sodium/ Moefitil 500mg 53
Iso-Propyl Alcohol 70% Swab Medi swab 35
Arsons Paraffin Tulle dressing with antiseptic 10cmx10cm 57
144. Lahore Manufacturer Recommended Paraffin Tulle dressing with antiseptic 10cmx150cm 57
Sterilized guaze dressing pad 10cmx10cm 57
Diclofenac Sodium 50mg Tab 50mg 37
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Mefenamic Acid 500 mg Tab 500mg 37
Paracetamol 500 mg Tab 500mg 27
Fluconazole 150mg Tab 150mg 37
Cetirizine 10 mg Tab 10mg 37
Montelukast 10 mg Tab 10mg 37
Montelukast 5 mg Tab 5mg 37
Ciprofloxacin 250mg Tab 250mg 37
Ciprofloxacin 500mg Tab 500mg 37
Levofloxacin 250 mg Tab 250mg 27
Levofloxacin 500 mg Tab 500mg 27
Lincomycin 500 mg Tab 500mg 32
Moxifloxacin 400 mg Tab 400mg 37
Tranexamic Acid 500mg Tab 500mg 32
Lisinopril 10 mg Tab 10mg 37
Loperamide 2mg Tab 2mg 27
The firm applied as an importer for cardiac stents and following
observations were made.
= Integrity (Ireland): Valid cGMP/EC certificate dully attested
by the embassy concerned was not present where as free
sale certificate was not embassy attested.
= Resolute Integrity: Original free sale certificate and cGMP/EC
ACP Systems certificate dully attested by the embassy concerned were not
145. Karachi Importer present. Not recommended 0
= Launcher (6fr, 7fr), input-TS, advance: Original free sale
certificates dully attested by the embassy concerned were
not present.
=  cGMP/EC certificate was not embassy attested moreover,
the quoted items are not mentioned in the EC certificate.
The Firm is NOT RECOMMENDED due to non- fulfillment of the
mandatory embassy attested documents.
146, Surgiplast Manufacturer At the time of inspection, poor adherencfe to GMP, QSP and GLP, Not recommended 0
Gaddon was observed. Congested and foul smelling production and other
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Amazai areas; QC had insufficient equipment; thus “NOT RECOMMENDED”.
Swabi KP
The following observationswere recorded by the
Global Penal of inspection team at the time of inspection.
147., Marketing Importer e cGMP and free sale of Cordis USA was not available. Not recommended 0
Rawalpindi e Zero stock of IV cannula of Torge Medical Devices.
On the basis of above observations the firm is Not Recommended.
Nystatin Drops 100000 .U 52
Montelukast Tab. 10 MG 46
Montelukast Tab. 5 MG Chewable 46
Azithromycin Tab. 250 MG 46
Artemether+Lumefantrine Tab. 40/240 MG 46
Artemether+Lumefantrine Tab. 80/480MG 46
Amlodipine Besylate Tab. 5 MG 36
Famotidine Tab. 40 MG 46
Alprazolam Tab. 0.25 MG 46
Arpsons Alprazolam Tab. 0.5MG 46
vaccines and .
148. Pharma Manufacturer Recommended Pyridoxie Tab. 50 MG 36
lslamabad Disposable Disable Syringe 1mil 43
Disposable Auto Disable syringe 5ml 43
Disposable syringe Ordinary 3ml 43
Disposable syringe Ordinary 5ml 43
Disposable syringe Ordinary 10 ml 43
Hydrocortisone 100mg/Vial 100 mg Inj 57
Hydrocortisone 250mg/ Vial 250mg Inj 57
Snake Venom Anti-Sera Inj 10 ml vila 40
Tetanus Toxoid Inj 0.5 ml Inj 47
Typhoid Vaccine Inj 0.5ml Inj 40
Metronidazole Infusion, 500mg/100ml 38
Unisa Ciprofloxacin Infusion, 200mg/100ml 28
149. Phargfsceutl Manufacturers Recommended CaCl2, Glucose, KCL, Sod. Acet Iln;ugs/llc_)g,loség/{L, >%, 33
Nowshera Dextrose Infusion, 5%/100ml 38
Dextrose Infusion, 5%/500ml 38
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Dextrose Infusion, 5%,/1000m| 38
Infusion, 5% +
D i hlori !
extrose + Sodium chloride 0.45%/500m| 38
. Infusion, 5% +
Dextrose saline 0.9%/500m| 38
. Infusion, 5% +
Dextrose saline 0.9%/1000m| 38
Normal saline Infusion,0.9%, 100ml 38
Normal saline Infusion,0.9%, 500ml 38
Normal saline Infusion,0.9%, 1000ml 38
R/L-D Infusion,5%, 500ml 38
R/L-D Infusion,5%, 1000ml 38
R/L Infusion, 500ml 38
R/L Infusion, 1000ml 38
Sodium Chloride+ Dextrose Infusion, 38
0.18%+4.3%/500ml
cefepime Hcl with L arginine inj 500mg 50
cefepime Hcl with L arginine inj 1gm 50
cefgperazone sodium + salbactum inj 1 gm 50
sodium
cefgperazone sodium + salbactum inj 2 gm 50
sodium
Astellas cefotaxime sodium inj 250 mg 55
i fotaxi di inj 500 55
150. Pharmaceuti Manufacturer Recommended ceo ax!me = !um mJ me
cals Pvt Ltd cefotaxime sodium injlgm 50
Peshawar ceftazidime inj 500mg 45
ceftazidime inj 1gm 50
ceftriaxone sodium inj 500mg 55
ceftriaxone sodium inj 1gm 55
ceftriaxone sodium inj2gm 55
Cefixime caps 400mg 56
Cefixime susp 100mg/5ml 58
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Cefixime

susp 200mg/5ml

58

151.

Stanley
Pharma
Peshawar

Manufacturer

Recommended

Metronidazole

Metronidazole
400mg /
Tablet

52

Metronidazole

Metronidazole
200mg /5ml
Suspension

52

Ibuprofen

Ibuprofen
200mg/5ml
Suspension

56

Ibuprofen

Ibuprofen
100mg/5ml
Suspension

56

Mefenamic
Acid

Mefenamic Acid
250mg / Tablet

51

Mefenamic
Acid

Mefenamic
Acid 500mg /
Tablet

51

Paracetamol

Paracetamol
500mg /
Tablet

57

Paracetamol

Paracetamol
120mg /5ml
Suspension

57

Paracetamol

Paracetamol
250mg /5ml
Suspension

57

Albendazol

Albendazol
200mg /
Tablet

52

Albendazol

Albendazol
200mg /5ml
Suspension

52

Loratadine

Loratadine
10mg/ Tablet

46
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Ciprofloxacin

Ciprofloxacin 250mg/ 46
Tablet
Ciprofloxaci
Ciprofloxacin 500mg/ 51
Tablet
Doxycycline
Doxycycline 100mg/ 41
Capsule
Ferrous Sulphate...
FerrousSulphate 100mg /5ml Syrup 51
Dimenhydrinate
Dimenhydrinate 12.5mg /4ml 46
Syrup
. . Dimenhydrinate
Dimenhydrinate 50mg /Tablet 46
Aluminium
Aluminiu sl Magnesium
Hydroxide + Magnesium ) 57
Hydroxide + Simethicone HdeOXI.de 80.mg/
5ml + Simethicone
25mg/ 5mll
. . Clomiphen citrate
Clomiphen citrate 50mg /Tablet 46
Acefylline
. Piperazine
Acefylline 125mg /5ml 46
Syrup
(Aminophyline
Aminophylline+ 32mg +
Diphenhydramine Diphenhydramine
. . 36
+Amonium 8mg + Ammonium
Chloride Chloride30mg) /5ml
Syrup
152.| Agfa Pakistan Importer Recommended X-ray films 8x10 a7
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Pvt Ltd X-ray films 12x15 47
X-ray films 10x12 47
X-ray films 14x17 47
X-ray films CR 8x10 47
X-ray films CR 10x14 47
X-ray films CR 10x12 47
X-ray films CT Scan Different sizes 47
X-ray films Dental Different sizes 47
X-ray films for MRI Different sizes 47
X-ray Developer 47
X-ray fixer 47
The firm .applied as an importer for various items and following Disposable Syringe Ordinary (Blister
observations were made. Pack) Sterile 5ml 54
= Latex examination gloves-Optishield (Tansin lian Malaysia):
Original free sale certificate and cGMP/EC certificate dully Surgical Disposable Gloves Sterilized 6.5 47
attested by the embassy concerned were not present. Without Powder '
= Surgical blades, foley’s catheter (Ribbel International):
Original free sale certificate and cGMP/EC certificate dully Surgical Disposable Gloves Sterilized | 47
attested by the embassy concerned were present whereas Without Powder
AL Hamd validities are not mentioned on free sale certificates.
153.| Enterprises Importer = Adhesive tapes, Zinc oxide adhesive plaster (Wuxi beyon):
Karachi original certificate for exportation of medical products (free | Surgical Disposable Gloves Sterilized 75 47
sale) dully attested by the embassy concerned were present, | Without Powder '
whereas cGMP/EC certificate/ full quality assurance dully
attes.ted b.y the embassy concer.ned was not present. Surgical Disposable Gloves Sterilized
= Surgical disposable gloves-Surgitex (Suzhou colourway): Without Powder 8 47
Original certificate for exportation of medical products (free
sale) and valid cGMP/EC/FULL QUALITY ASSURANCE
certificate dully attested by the embassy concerned were Foley’s Catheter, 2-way Silicon coated | 6FR 37

present.
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= |v fluid administration sets, Cord clamp, Iv cannula, infusion
chamber and urine bag with let (Changzhou Hekang):
Original free sale and cGMP/EC/full quality assurance
certificates dully attested by the embassy concerned were
not present.
= Disposable syringes ordinary-insulin syringe 1ml, disposable
syringe 1ml,3ml, 5ml,10ml (Jiangsu Shenli): Original
certificate for exportation of medical products (free sale)
dully attested by the embassy concerned was present for
insulin syringe and disposable syringes 1ml,5ml,10ml (not for
3ml) and valid cGMP/EC for production quality assurance
system/full quality assurance dully attested by the embassy
concerned was present.
= Farcocath iv Cannula (Farcomake Egypt): Original free sale
certificate dully attested by the embassy concerned was
present whereas cGMP/EC certificate-production quality
assurance system was not embassy attested.
The firm is only RECOMMENDED for surgical blades-all quoted
sizes, foley’s catheter-all quoted sizes (Ribbel international),
surgical disposable gloves-surgitex-all quoted sizes (Suzhou colour-
way enterprises) and disposable syringes ordinary- 1ml, 5ml, 10ml
and disposable insulin syringe (Jiangsu Shenli).

The products mentioned at Formulary Serial # 1168, 1169, 743,
744, 849, 967, 968, 969, 958, 1026, 1027, 1028, 1029, 1030, 1036,
868, 870, 873, 949, 950, 953, 954, 955, 956, 871 are not
recommended by Panel of MCC experts/Consultants/DTL.

Foley’s Catheter, 2-way Silicon coated | 8FR 37
Foley’s Catheter, 2-way Silicon coated | 10FR 37
Foley’s Catheter, 2-way Silicon coated | 12FR 37
Foley’s Catheter, 2-way Silicon coated | 14FR 37
Foley’s Catheter, 2-way Silicon coated | 16FR a7
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Foley’s Catheter, 2-way Silicon coated | 18FR 37
Foley’s Catheter, 2-way Silicon coated | 20FR 37
Foley’s Catheter, 2-way Silicon coated | 22FR 37
The firm applied as an importer and following observations were
recorded by panel of inspection team.
=  ULTRAMED. Original GMP/Quality Assurance/Quality Control &
Free Sale Certificate (FSC) dully attested by embassy concerned
for principal of Egypt i.e. Ultramed was not produced at the time
IBL inspection for the quoted items.
154.| Healthcare Importer = MEDITEC UK: The free sale certificate for the country of origin Not Recommended 0
Karachi was not present/produced. The Quality Assurance Certificate

dully attested by embassy concerned was not present. Physical
Stock inventory of the quoted items was zero.

The firm is NOT RECOMMENDED due to non-fulfillment of
Mandatory embassy attested documents.
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The firm applied as an importer and following observations were
made.
= Willome SH (Netherland): Original free sale certificate and
cGMP/EC/Full quality assurance (issued by BSI UK) certificate
dully attested by the embassy concerned were present.
= No system record of purchase and in hand quantity was

Nis Medical
155. ISKaraegr:(i:a Importer present. Not Recommended
= Quoted items are not yet registered with DRAP as on
exemption.
= Physical stock/inventory of the quoted items were only few
cartons.
The firm is NOT Recommended due to less than 25% of inventory.
Bloom At the time of inspection, poor adherence to GMP, GSP and GLP,
Ph i . HVA f ional. Limi ity of acti
156, armaceuti Manufacturer was ot.>serve<'1| VAC not functional. Limited qufamtlty o”actlve raw Not Recommended
cals Hattar material, which was even arranged on loan basis, thus “NOT
KP RECOMMENDED”.
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The firm applied as an importer and following observations were

made.

Creative supply solution: Free sale certificate was not
embassy attested where as cGMP/EC-full quality assurance
certificate dully attested by the embassy concerned was not

Medinostic oresent.
157. He;/l:kll-:zre Importer = Maedimark Scientific limited: Original free sale certificate Not Recommended 0
dully attested by the embassy concerned was present
(Validity not mentioned) where as cGMP/EC-Full quality
assurance was not embassy attested.
The firm is NOT RECOMMENDED due to non-fulfillment of
Mandatory embassy attested documents.
The firm applied as an importer for medical devices and following o
observations were made. Catgut chromic circle rounded body 2 40mm 1/2 46
Coral = Dynek Pty Ltd: Original free sale certificate and valid needle
Pharmaceuti cGMP/EC certificate dully attested by the embassy
158. Importer
cals Pvt Ltd concerned were present.
Karachi = Physical stock /inventory of dysilk was zero. __—
Y / y y Catgut chromic circle rounded body 1,40mm 1/2 146

The firm is RECOMMENDED except for dysilk.

needle
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Catgut chromic circle rounded body

needle 1,30mm 1/2 46
Catgut chromic circle rounded body 0, 40mm 1/2 46
needle
Catgut chromic circle rounded body 2/0, 30m 1/2 16
needle
Levocetrizine Syp 60ml 42
GSK OTC .
159. Karachi Manufacturer Recommended Levocetrizine Tab 5mg 42
Terbinafine Cream 10g 40
The firm applied as an importer and following observations were
made.
= Auto disable syringes, disposable insulin syringes, _ ' _
disposable syringes ordinary, iv sets and infusion chamber | Disposable Insulin syringe 1ml 50
(Changzhou Tongda medical appliance Co china):Original
free sale certificates and cGMP/EC-Full quality assurance
Syah Impex .
160. Karachi Importer certificate dully attested by the embassy concerned were
present.
= |V cannula different sizes (Jiangxi sanxin meditech china):
Original free sale certificates and cGMP/EC-Full quality Disposable syringe ordinary 1ml 50

assurance certificate dully attested by the embassy
concerned were present.
= Urine bag with lid (Changzhou Yuke Medical appliances
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china): Original free sale certificates and cGMP/EC-Full
quality assurance certificate dully attested by the embassy
concerned were present.

= Surgical disposable gloves (TG medical SDN BHD Malaysia):
Free sale certificate dully attested by the embassy concerned
issued on 20" March 2009 was present but no validity is
mentioned where as valid cGMP/EC-Full quality assurance
certificate dully attested by the embassy concerned was
present.

The firm is RECOMMENDED for all the quoted items except surgical
disposable gloves (TG medical SDN BHD Malaysia) due to non-
fulfilment of the mandatory embassy attested documents i.e. free
sale is expired.

The products mentioned at Formulary Serial # 950, 951, 952, 865,
866, 867 are not recommended by Panel of MCC
experts/Consultants/DTL.

Disposable syringe ordinary 3ml 50
Disposable syringe ordinary 5ml 50
Disposable syringe ordinary 10ml 50
Disposable syringe ordinary 20ml 50
Disposable syringe ordinary 50ml 50
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Disposable syringe ordinary 60ml 40
.V fluid administration set 45
.V canula different size 18G 50
.V canula different size 20G 50
.V canula different size 22G 50
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.V canula different size 24G 50
Urine bag with lid 0 45
Infusion Chamber disposable sterile Adult 40
Infusion Chamber disposable sterile Peads 40
Saad Sales
161. SKzrrvai(c:Eis Importer Recommended Streptokinase Inj 1.5MIU 22
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The following observationswere recorded by the
Penal of inspection team at the time of inspection.
e No accelerated stability chamber

Danas e Very poor hygienic condition in steroidal injectable solution
162. Pharma Manufacturer area. Not recommended 0
Islamabad On the basis of above observations the firm is Not Recommended.
Acetyl Salicylic Acid Tab 300mg 39
Reckitt Paracetamol Tab 500mg 39
163. Benckiser P\.It Manufacturer Recommended
Ltd Karachi
Paracetamol Susp 120mg/5ml 60ml 36
Chloroxylenol Solution 4.8% 1000ml 42
Filgrastim Inj 300mcg 24
Erythropoietin Inj 20001U 24
Erythropoietin Inj 40001U 24
Azithromycin Inj 500mg 38
Cef(?perazone Sodium + Sulbactam Inj 1gm 36
Sodium
Sami Cefoperazone Sodium + Sulbactam .
. . Inj 2gm 36
164. Pharmaceuti Manufacturer Recommended Sodium
cals Pvt Ltd Cefotaxime Sodium Inj 250mg 38
Karachi Cefotaxime Sodium Inj 500mg 38
Cefotaxime Sodium Inj 1gm 36
Ceftazidime Inj 500mg 38
Ceftazidime Inj 1gm 36
Ceftriaxone Inj 500mg IM 43
Ceftriaxone Inj 500mg IV 43
Ceftriaxone Inj 1gm 41
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Metronidazole Tab 400mg 46
Nitazoxanide Tablet 500mg 46
Nitazoxanide Susp 100mg/5ml 39
Aceclofenac Tab 100mg 36
Diclofenac Sodium Inj 75mg/3ml 46
Diclofenac Sodium enteric coated Tab 50mg 46
Meloxicam Tab 15mg 46
Meloxicam Tab 7.5mg 46
Nalbuphine HCI Inj 10mg 46
Nalbuphine HCI Inj 20mg 41
Tramadol HCl Injection Inj 46
Fluconazole Caps 150mg 41
Cetirizine Tab 10mg 46
Cetirizine Syrup 44
Levocetirizine Syrup 2.5mg/5ml 29
Levocetirizine Tab 5mg 31
Loratadine Tab 10mg 41
Montelukast Tab 10mg 46
Montelukast Tab 5mg 41
Montelukast Tab 4mg Chewable 46
Amikacin Sulphate Inj 50mg 46
Amikacin Sulphate Inj 100mg 46
Amikacin Sulphate Inj 250mg 46
Amikacin Sulphate Inj 500mg 46
Amikacin Sulphate Inj 25mg 46
Azithromycin Tab 250mg 46
Azithromycin Tab 500mg 46
Azithromycin Susp 200mg/5ml 44
Cefixime Caps 400mg 46
Cefixime Susp 44
Cefixime Susp 44
Cefpodoxime Proxetil Tab 100mg 31
Cefpodoxime Proxetil Susp 40mg/5ml 34
Cephradine Caps 250mg 46
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Cephradine Caps 500mg 46
Cephradine Susp 125mg/5ml 44
Cephradine Susp 250mg/5ml 44
Ciprofloxacin Tab 250mg 46
Ciprofloxacin Tab 500mg 46
Clarithromycin Tab 250mg 46
Clarithromycin Tab 500mg 46
Clarithromycin Susp 250mg/5ml 44
Clarithromycin Susp 125mg/5ml 44
Clarithromycin Drops 125mg/5ml 39
Fosfomycin Caps 500mg 36
Levofloxacin Tab 250mg 46
Levofloxacin Tab 500mg 46
Moxifloxacin HCI Tab 400mg 41
Rifaximin Tab 200mg 41
Rifaximin Tab 550mg 41
Artemether + Lumefantrine Tab 40/240mg 31
Artemether + Lumefantrine Tab 80/480 31
Artemether + Lumefantrine Susp 29
Dihydroartemisinin + Piperaquin Sachet 39
Dihydroartemisinin + Piperaquin Caps 41
Iron (Ill) Hydroxide Polymaltose

Comﬁ)le)x +yFoIic Acid ' Tab 46
Iron (lll) Hydroxide Polymaltose Syrup 44
Complex

Iron Sucrose Complex Inj 100mg 46
Mecobalamin Inj 500mg 36
Tranexamic Acid Caps 500mg 46
Tranexamic Acid Inj 250mg/5ml 46
Tranexamic Acid Inj 500mg/5ml 46
Amlodipine Besylate Tab 5mg 41
Amlodipine Besylate Tab 10mg 41
Bisoprolol Fumarate Tab 2.5mg 41
Bisoprolol Fumarate Tab 5mg 41
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Bisoprolol Fumarate Tab 10mg 46
Valsartan Tab 40mg 41
Valsartan Tab 80mg 41
Valsartan + Hydrochlorothiazide Tab 80/12.5 mg 41
Domperidone Tab 10mg 41
Domperidone Susp 39
Omeprazole Infusion 40mg 44
Pantoprazole Sodium Tab 20mg 46
Zinc Sulphate Syrup 20mg/5ml 39
Glimepiride + Metformin HCI Tab 1mg/500mg 41
Glimepiride + Metformin HCI Tab 2mg/500mg 46
Misoprostol Tab 200mcg 46
Sitagliptin Phosphate + Metformin HCl | Tab 50mg/500mg 36
Febuxostat Tab 40mg 41
Febuxostat Tab 80mg 41
Tamsulosin HCI Caps 0.4 mg 36
Pregabalin Caps 50mg 46
Pregabalin Caps 75 mg 46
Pregabalin Caps 150mg 31
Cholecalciferol (Vitamin D3) Inj 36
Ciprofloxacin Inj 200mg 44
Linezolid Infusion 200mg/100ml 46
Linezolid Infusion 600mg/300ml 44
Moxifloxacin Infusion 46
Medical Devices Sutures:
=  cGMP/Full Quality Assurance/Quality Control certificate
B-Braun dully attested by embassy concerned for the quoted product
165.| Pakistan Pvt Importer was not present, where as the free sale Not Recommended 0
Ltd Karachi certificate/certificate of pharmaceutical products dully

attested by embassy concerned was present
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The Firm is NOT RECOMMENDED due non-fulfillment of the
mandatory embassy attested documents.

166.

BBraun
Pakistan Pvt
Ltd Karachi

Importer

The firm applied as importer for general medicines, IV fluids &
Medical Devices. Following observations were made.
= B.Braun Germany: Valid GMP certificate dully attested by
the embassy concerned was not present during course of
inspection. However, the FSC/COPP dully attested by
embassy concerned was present.
= B. Braun Malaysia: Valid cGMP certificate dully attested by
embassy concerned for the quoted products was not
present. However, the FSC/COPP dully attested by embassy
concerned was present.
= Medical Devices: Medical devices Germany &Malaysia
based. The cGMP/EC-Full quality assurance certificate & Free
sale certificate dully attested by the embassy concerned
were not present.
The Firm is NOT RECOMMENDED due non-fulfillment of the
mandatory embassy attested documents

Not recommended

167.

Hospital
Supply
Corporation
Karachi

Importer

The firm applied as importer and following observations were made.
= Pine Inj: Original Free sale certificate & GMP certificate dully
attested by embassy concerned was not present.
= Dextrose 25%, 25ml and Potassium chloride 25ml.

These are not imported items and manufactured by Otsuka Pakistan.

= Bioteq: original free sale certificates duly attested by the
concerned embassy were not present where as cGMP/EC
certificate was not embassy attested.

= Dialife (swiss): OriginalFree sale and valid cGMP/EC (issued
by Italy) certificates dully attested by the concerned embassy
were not present.

= Sanical: original free sale certificates duly attested by the
concerned embassy were not present where as cGMP/EC
certificate was not embassy attested.

= QOriginal free sale certificates dully attested by the embassy
concerned was not present where as cGMP/EC certificate
was not embassy attested.

Not recommended
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TG Medical: Original Free sale certificate dully attested by
embassy concerned was not present where as cGMP/EC
certificate was not embassy attested.

Shangai Kindly: Original free sale certificate dully attested by
embassy concerned was present where as cGMP/ EC
certificate was not embassy attested.

The firm is NOT RECOMMENDED due to non-fulfillment of
Mandatory embassy attested documents.

Majeed Sons

Pre filled injection

168. lslamabad Importer Recommended Rho (D) Immune globulin 300meg 29
The inspection team at the time of inspection observed that,
= Major renovation/extension of the firm was in the process so
that it was difficult for the inspection team to manage and
Genix inspect the pr'emises. . ' .
169. Pharma Manufacturer = A letter submitted by the Director Plant <.)perat|_on of G.emx Not recommended 0
Karachi Pharma Mr. Muhammad Noman at the time of inspection
that we are not ready for MCC prequalification inspection
and kindly inspect our facility once our renovation/extension
completes.
Hence NOT RECOMMENDED
g.i:c;)ose + Sodium Chloride 5% + W Infusion - 500 ml 52
Dextrose 25% Solution IV Infusion - 1000 ml 52
Dextrose 5% IV Infusion - 500 ml 52
Dextrose 5% IV Infusion - 1000 ml 52
Dextrose Saline 5% + 0.9% IV Infusion - 500 ml 52
Frontier Dextrose Saline 5% + 0.9% IV Infusion - 1000 ml 52
170.| Dextrose Ltd Manufacturer Recommended Mannitol 20% IV Infusion - 500 ml 47
Hattar KP Normal Saline 0.90% IV Infusion - 500 ml 57
Normal Saline 0.90% IV Infusion - 1000 ml 57
nger's Lactate + Dextrose 5% |V Infusion - 500 ml 42
Solution
Rlnge.r's Lactate + Dextrose 5% |/ Infusion - 1000 ml 42
Solution
Ringer's Lactate solution IV Infusion - 500 ml 42
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Ringer's Lactate solution IV Infusion - 1000 ml 42
Sodium Chloride + Dextrose 0.18% + W Infusion - 500 ml 55
4.3%
Ciprofloxacin Infusion - 100 ml 42
Dextrose 5% IV Infusion - 100 ml 47
Levofloxacin Infusion - 100 ml a7
Metronidazole Infusion - 100 ml 47
Normal saline 0.90%- Simple Cap/ Euro IV Infusion-100ml 57
Cap
Potassium Chloride 7.4% I/V Inj 25ml 42
Potassium Chloride 7.4% I/V Inj 20ml 42
Sodium Bicarbonate 8.40% IV Solution 20-ml 42
Sodium Bicarbonate 8.40% IV Solution 50-ml 42
Sterile Water For Injection 5ml Inj 42
Moxifloxacin Infusion - 250 ml 52
Captopril Tab 25mg 37
Amodiaquine base Tab 150mg 42
Amikacin Sulphate 500mg Inj 500mg 32
Amikacin Sulphate 250mg Inj 250mg 32
Amikacin Sulphate 100mg Inj 100mg 37
Artemether Inj 80mg/ml 42
Artisunate+Sulfadoxine+Pyrimethamin 37
e
Zafa Ketotifen Tab 1mg 37
171.| Pharmaceuti Manufacturer Recommended Ketotifen Tab 1mg/5ml 39
cals Karachi Atenolol Tab100mg 37
Benzathine Pencillin Inj 1.2MIU 37
Betamethasone Dipropionate Oint 37
Betamethasone Dipropionate Oint 37
Cefixime Cap 400mg 47
Cefixime Susp 100mg/5ml 44
Cephradine Cap 250mg 37
Cephradine Cap 500mg 37
Clotrimazole Cream 1% 37
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Clotrimazole Cream 1% 42
Clotrimazole Solution 1% 42
Chlorhexidine Gluconate Gel 37
Ciprofloxacin Tab 500mg 32
Ciprofloxacin Tab 250mg 32
Diclofenac Sodium Inj 75mg/3ml 42
Hydrochlorothiazide Tab 25mg 47
Famotidine Tab 40mg 47
Tranexamic Acid Inj 500mg/5ml 37
Tranexamic Acid Inj 250mg/5ml 37
(Loperamide USP) Cap 2mg 42
Folic Acid Tab 5mg 47
Clomifene Citrate Tab 50mg 37
Hydralazine HCI Inj 20mg/ml 42
Hydralazine HCI Tab 25mg 37
Hydrocortisone Cream Cream 1% w/w 42
Hydroxy Progesterone Inj 250mg 42
Labetalol Inj 50mg 42
Levocetirizine Syp 2.5mg/5ml 39
Lincomycin HCI Inj 300mg/ml 42
Lisinopril Tab 5mg 37
Triamcinolone Acetonide Inj 40mg/ml 47
Metronidazole Tab 200mg 37
Metronidazole Tab 400mg 37
Moxifloxacin Tab 400mg 32
Montelukast Tab 5mg 32
Montelukast Tab 10mg 32
Nifedipine Cap 10mg 47
Sustained Release Nitroglycerin Tab 2.6mg 42
Sustained Release Nitroglycerin Tab 6.4mg 42
Paracetamol Susp 250mg/5ml 34
Paracetamol Tab 500mg 37
Clopidogrel Tab 75mg a7
Procyclidine HCI Tab 5mg 37
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Atracurium Besylate Injection Inj 10mg/ml 32
Misoprostol Tab 200mcg 42
Isosorbide-5-Mononitrate Tab 20mg 32
Terbutaline Sulphate Syp 0.3mg/ml 34
Terbutaline Sulphate Tab 2.5mg 32
. . Nebuliser Solution
Ipratropium Bromide 0.5mg/2ml 0.025% 47
Levofloxacin as Hemihydrate Tab 250mg 32
Levofloxacin as Hemihydrate Tab 500mg 32
Xylometazoline HCI 0.05% Nasal Drops 0.05% 37
Xylometazoline HCl 0.1% Nasal Spray 0.1% 37
Zinc Sulphate Monohydrate Syp 20mg/5ml 37
Gliclazide Tab 80mg 32
Acyclovir Cap 200mg 32
Atenolol Tab 50mg 47
Salbutamol Solution 5mg/ml 42
Salbutamol as Sulphate Syp 2mg/5ml 49
Salbutamol Tab 2mg 42
Salbutamol Tab 4mg 42
Amlodipine Besylate Tab 5mg 32
Ampicillin Trihydrate + Cloxacillin Cap 250mg 32
Ampicillin Trihydrate + Cloxacillin Cap 500mg 37
Fluoxetine HCI Cap 20mg 47
Zinc Sulphate Tab 20mg 37
Loratadine Tab 10mg 42
Amoxycillin Cap 250mg 37
Amoxycillin Cap 500mg 37
Losartan Potassium Tab 50mg 47
Succinyl Choline Inj 100mg 32
Cephradine Inj 1gm + WFI 25
Cephradine Inj 500mg + WFI 29
Cefepime HCI Inj 500mg + WFI 34
Cefepime HCI Inj 1gm + WFI 30
Hydrocortisone Sodium Succinate Inj 250mg+WFI 34
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Hydrocortisone Sodium Succinate Inj 100mg+WFI 34

Cefotaxime Inj 1gm + WFI 44

Cefotaxime Inj 250mg + WFI 44

Cefotaxime Inj 500mg + WFI 44

Cefuroxime Inj 750mg 34

Ampicillin Inj 250mg + WFI 29

Ampicillin Inj 500mg + WFI 34

Ceftriaxone Inj 1gm + WFI 39

Ceftriaxone Inj 500mg + WFI 35

Ceftazidime Inj 500mg + WFI 29

Ceftazidime Inj 1gm + WFI 29

Ampicillin + Cloxacillin Inj 500mg + WFI 34

Ampicillin + Cloxacillin Inj 250mg + WFI 34

Fluconazole Syp 50mg/5ml 29

Cetirizine Syp 5mg/5ml 29

Montelukast Tab 10mg 29

Azithromycin Cap 250mg 29

Azithromycin Susp 200mg/5ml 34

Ciprofloxacin Tab 250mg 34

Ciprofloxacin Tab 500mg 29

Clarithromycin Susp 125mg/5ml 29

Gulf Levofloxacin Tab 250mg 29
Pharmaceuti Levofloxacin Tab 500mg 29
172. cals Manufacturer Recommended Artemether Lumefentrine Susp 15/90mg/5ml 29
Islamabad Domperidone Tab 10mg 29
Domperidone Susp 5mg/5ml 29

Famotidine Tab 40mg 34

Zinc Sulphate Susp 20mg/5ml 29

Clotrimazole Cream 1% 29

Fusidic Acid Cream 2% 39

Lignocaine Hcl Gel 2% 29

Silver Sulfadiazine Cream 1% 29

Terbinafine Cream 1% 29

173. Aspin Manufacturer Recommended Domperidone Susp 5mg/5ml 31
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Karachi Domperidone Tab 10mg 31
Mebendazole Tab 100mg 31
Mebendazole Susp 30ml 31
Loperamide Cap 2mg 31
Miconazole + Hydrocortisone Cream 10g 31
Miconazole Cream 20gm 31
Mebendazole Tab 500mg 31
Pregabalin Cap 75mg 31
Pregabalin Cap 150mg 31
Miconazole Oral Gel 20g 31
Chlorhexidine Gluconate Gel 10g 31
Clostomy Bag & Wafer 39
+Tail Closure (10 / box)
Clostomy Bag & Wafer 39
+Tail Closure (10 / box)
Colostomay bags (set) surfit sysytem
different sizes
Clostomy Bag & Wafer
. ) . . . +Tail Closure (10 / box) 39
The inspection team at the time of inspection observed that,
Muller and = The suturing material manufactured by J&J is being
174. Phipps Importer imported by M&P, being its intender, as the same product is Clostomy Bag & Wafer 39
Karachi registered by the name of J@J Pakistan with DRAP. +Tail Closure (10 / box)
The firm is RECOMMENDED except for suturing material.
Stomehesive paste Stomahesive Paste 39
Calcium Alginate Dressing 7.5x12cm 39
Calcium Alginate Dressing 10x20cm 39
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Calcium Alginate Dressing 15x25cm 39
Calcium Alginate Dressing Rope 2gm 39
PRESEPT 5gm /50 Tab
Box
(Surafce Disnfectant
Disinfectant ( Hospital Grade floor Use For All Inanimate 19
/Surface disinfectant) Places / 1 Efervesent
Tablet Dilute in 20 liter
water/ Easy to use) . Rs.
2.428 per litre
Adhesive Tape Paper/Plastic 1linch 37
Adhesive Tape Paper/Plastic 2 inch 37
Adhesive Tape Paper/Plastic 3inch 37
] Adhesive Tape Paper/Plastic 4 inch 37
Uniferoz Pvt
175. . Manufacturer Recommended
Ltd Karachi
The firm applied as an importer and following observations were
recorded by panel of inspection team.
Saru = Valid GMP/EC-Full Quality Assurance/Quality Control
. certificate dully attested by embassy concerned was not
176.| International Importer . . Not Recommended
Karachi Produced /present at the time inspection for the quoted
items.
= QOriginal free sale certificates dully attested by the embassy
concerned were not present. 0
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= No inventory of Stock of the quoted items was present.

= No qualified person was present at the time of inspection.
The Firm is NOT RECOMMENDED due non- fulfillment of the
mandatory embassy attested documents.

The firm applied as an importer and following observations were
made.
= QOriginal free sale certificates and cGMP/ EC-Full quality

Noor
ifi .
177.| International Importer assurance certl' \cates were not embassy attested Not recommended 0
Karachi = Physical stock/inventory of the quoted items was less than
the 25% of the total import of the quoted items.
The Firm is NOT RECOMMENDED due non- fulfillment of the
mandatory embassy attested documents.
AGS Pharma The quoted items are not present in the MCC Formulary as conveyed
178. Pvt Ltd Manufacturer by office of DD (prequalification) Hence Inspection Was Not Not Recommended 0
Peshawar Required
The following observationswere recorded by the
Penal of inspection team at the time of inspection.
Amgomed e cGMP of Beijing Shangai China was not available .
179. I t Not R ded 0
Islamabad mporter e Free sale and cGMP of Logenex Germany not available. ot Recommende
e Free Sale of Farmos Socidade not available
On the basis of above observations the firm is Not Recommended.
CSH
Ph i
180. argfsceutl Manufacturer The firm was Closed for renovation therefore not inspected. Not Recommended 0
Peshawar
Ideal . .
181 Business Importer The firm was unable to provide relevant documents; moreover short Not Recommended 0
' P of required stocks of quoted items, thus “NOT RECOMMENDED"”.
Peshawar
182. Premier Importer Recommended lohexol Inj 300/50m| 23
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Agencies lohexol/lodoine Inj 350/50mll 23
Karachi

lohexo/lodine Inj 350/100ml 23

Famotidine Tab 40mg 32

Amlodipine Tab 5mg 32

Amlodipine Tab 10mg 32

Montelukast Tab 4mg 42

Montelukast Tab 5mg 42

Montelukast Tab 10mg 42

Amlodipine+Valsartan Tab 5/80mg 32

Amlodipine+Valsartan Tab 5/160 32

Amlodipine+Valsartan Tab 10/160 32

Bisoprolol Tab 2.5mg 42

Bisoprolol Tab 5mg 42

Bisoprolol Tab 10mg 42

Moxifloxacin Tab 400mg 32

Moxifloxacin Inf 400mg/250ml 32

Barret Linezolid Inf 200mg/100ml 32

183.| Hodgson Manufacturer Recommended Levobunolol Eye drops 32

Karachi Terbutaline sulfate Inj 42

Terbutaline sulfate Syp 42

Terbutaline sulfate Tab 42

Chloramphenicol Eye drops 32

Ciprofloxacin Ear Drops 42

Clopedogrel Tab 75mg 42

Glimepiride Tab 1mg 42

Glimepiride Tab 2mg 42

Glimepiride Tab 3mg 42

Glimepiride Tab 4mg 42

Glimepiride+Metformin Tab 1/500mg 32

Glimepiride+Metformin Tab 2/500mg 32

Domperidone Susp 42

Domperidone Tab 42

Levofloxacin Inf 500mg/100ml 32
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Levofloxacin Tab 250mg 32
Levofloxacin Tab 500mg 32
Citalopram Tab 20mg 32
Tobramycin+Dexamethasone Eye drops 32
Tobramycin Eye drops 32
Paracetamol Susp 120mg/5ml 32
Paracetamol Susp DS 32
Paracetamol Tab 500mg 32
Fluorometholone+Neomycin Eye drops 32
Cetirizine Tab 10mg 42
Cetirizine Syp 42
Duloxetine Cap 30mg 32
Duloxetine Cap 60mg 32
Iron Sucrose Complex Inj 1200mg/5ml 32
Levocetirizine Tab 5mg 32
Artemether+Lumefentrine Tab 40/240mg 42
Artemether+Lumefentrine Tab 80/480 42
Artemether Inj 80mg 42
Artemether+Lumefentrine Susp 15/90 42
Clarithromycin Tab 250mg 32
Clarithromycin Tab 500mg 32
Clarithromycin Susp 125mg/5ml 32
Clarithromycin Susp 250mg/5ml 32
Diclofenac Sodium Cap 50mg 42
Diclofenac Sodium Inj 75mg 42
Moxifloxacin Eye drops 32
Mecobalamin Inj 32
Diclofenac Sodium Eye drops 42
Resperidone Tab 2mg 42
Resperidone Tab 4mg 42
Phe-nyIE‘phrlne + Pyrilamaine + Eye drops 32
Antipyrine

Rosuvastatin Tab 10mg 42
Losartan Tab 50mg 42
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Losartan+Hydrochlorthiazide Tab 42
Escitalopram Tab 10mg 32
Setraline Tab 100mg 32
Sitagliptin + Metformin Tab 50/500mg 32
Sitagliptin + Metformin Tab 50/1000 32
Carvedilol Tab 6.25mg 32
Carvedilol Tab 12.5mg 32
Carvedilol Tab 25mg 32
Loratadine Tab 32
Lignocaine Jelly 2% 42
Lignocaine Inj 2% 42
Lignocaine + Adrenaline Inj 32
Lignocaine Topical Solution 4% 42
Zinc Sulfate Monohydrate Syp 42
Ciprofloxacin Tab 250mg 42
Ciprofloxacin Tab 500mg 42
Ciprofloxacin Inf 200mg/100ml 42
Ceftazidime Inj 500mg 29
Ceftazidime Inj 1g 29
Cefoperazone+Sulbactam Inj 1g 25
Cefoperazone+Sulbactam Inj 2g 25
Cefepime Inj 500mg 39
Cefepime Inj 1g 39
Ceftriaxone Inj 500mg 39
Ceftriaxone Inj 1g 39
Ceftriaxone Inj 2g 39
Cefotaxime Inj 250mg 29
Cefotaxime inj 500mg 29
Cefotaxime Inj 1g 29
Cefazolin Inj 500mg 39
Cefazolin Inj 1g 39
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