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Comuiaint No. 025/DC-AD Daied. vlarch 12 2020
IN THE COURT OF CTHAIRNMARK UG COURT ¢ &

State Through Imran Ul i

IR
Provincial Dree tavpector Abboiosud

Verses oI Muhammad Zara ssumed (Propricio
2. Zarin Gul { Braaos
tilme of Inspecting,

Manager / Person Preses
ME/S Priarnidne. ol

HOAr IMOTCTI Lo S0nuUn YUPPEY G oo ind

3. Junaid Rashia ooorvwiiug ;
4. Mubhammad Us.can (Regulatory v > Pl
Pharmaceuticais ;,;nz,ﬁei , >U“' o Wioioan koad Lanoire.

5. Managing Direci:
6. Humaira Slld(h(m‘c {Guality Compliaice manager;

§
13 - [N g
Pakistan Linviced, 17-1 8, 5.4

Mi/S Reckitt Beroiter | RN N
Karachi.
Ullence sSection 25 (htayvi ol The Dres Actie7o
Punishable : 2700 o0 e saad A
Respectiully
I have honor 1o state that on i o 00 2005 o prcavccssor Provoreal i
[nspector, Abbottabad. tispected NS Pl D iistibeton  coboaabad e snngnid
Suspension Crafilm  20ml)  Batch - UU36G48 manuiocturcd by R
. . ¥ ; . . .
Pharmaceuticals Limited, 30" km Muiiio oud Luhore &0 i Vivaa o 1,
Batch #7115 & 7113 for Test & Analvsin
Fhe Government Analyst Provincial Druos Festing Laboratery ihyber Pukhounhi

Peshawar declared the sample as SUBSTANARD vide Test Report No:
1. TRANO.55760/ )H Dated Peshaw:i the 18-05-2018
2. TRANO.55761 / DL Dated Peshaven the 18-005-2018

3. TRANO.55762 / DI Dated Pesliaw o vie 18-05-2010

Suspension Crafilm [20mil Bateh # O1ivodvis VS Pharinet T
submitted warranted invoice of manuluciurer NS Pacihic Pharmaceuticals T
Lahore, on further investigation from mudacturer. in rephy thiey Cnabicongee Proving
DTE Reports & Appeal for Sampie Rewesiing ander the provision ol Section 22 070 o
Fhe Drugs Act. 1970

ribaion \lﬂm\l:xiv A

Gaviseon Advaancee AR

Liguid Bateh

L B il
warranted invoice of manulacturer Noh o et PRSTOTORTITE T S TIY S TC T SR
S.LT.E Karachis on further investigaticn: dhic reply received ironn miiilaciurer s

satisfactory.

On 30.08.2018. my predecessor Provincial @ rue fnspector  Abboatibid

chairman Provincial Quality Control Boord oo secton 1900 of The dore s et v 0

vides letier no. 427-PDI/AL.

— — ————



4 U . - . . .
“ . 310" meeting of the Provincial Quality Conrol Bourd Khvoer i
. h

04.07.2019 at 10:00am in Health Department. Accused at serial nos a2 were appeared o

heard with their alleged involvement in the sale of substandird drves and has requiested
Suspension Crafilm 120mi Batch # § oo retestne, whiie e othors aoonaod

absent. However, the board ook the decrvon 1o send the swmple for rewestine o M
Istamabad.

. . At . . ¢ HE o R : o
While. in 312" meeting of the Provincial Coality Control Board ihyber Pakhiunkbing

held on 28.11.2019 at 10:00am in Health Departiment. the NI bimabad st reports v

Sl

placed betore the board. The N stanmain Sieed substundaen et camphe vh
the board took the decision o reter the case e court for tudie oo
Sceretany Provincial Quality Control Board © Bas ar sOnl miccine aiitos o0 b I
FNO. SOMDrugs)/HD2-15/2016 (312" Poicisy dated 167 December, 2019
salerStock of sustandard drugs is violation or wection 230Dy of e Drae vl 19700
Lo tmran Ul Hag notified Provineial Drug aopecior was transd soecd o0 Abboinbad

notification no.SOH-111/7-26272019.dated Jaaen 01, 2019,
Theretore. undersigned after receiving Provawial Quality £ ontro! Board mceting ainue

lodged compliant against the followings

:‘

Muhammad Zarif Ahined (Proprietor;
2. Zarin Gul ( Branch Manager / Person voosent at the taee o,
inspection) M/S Pharmanct Bistribui.. 2955 newy
school, Supply abbottabad.
3. Junaid Rashid {(warrantor}
4. Muhammad Usman (Regulatory Man.ge:;
M/S Pacific Pharmaceuticals Limited, 0™ ki Multan oud sahors
5. Managing Director
6. Htumaira Saddique (Quality Complianic. munager)
M/S Reckitt Benckier Palkistan Limices o 18 5

Witness

H R T

1. syed Agib Ali Shah (Predecessor Provinciut
Drug Inspector Abbottabad)

2. imyan Ul Haq (Provincial Drug
Inspecior Abbottabad)

3. Muhammad Shakeel Navur (Provinciat i

fnspector Abbotiah m*
Complaint \;~ S
imran Ul Haﬂ?\"' ,

Provincial Drug Inspector

District Abbottabad

et




7 GOVT OF KHYBER PAKHTUNKHWA
‘ HEALTH DEPARTMENT

Iated Peshawar the 28% July, 2015

NOTIFICATION

No. SOH-III/7-262/2C15.

The Competent Autherity has been pleased
to make the following posting/transfer of the Drug Inspectors with

immediate effect in the public interest:-

5.NO [ NAME OF DRUG | FROM | TO
INSPECTOR
1. Syed Aqio Ali Shah Drug | Haripur Abbottabad

Inspector (BS-17) | !

2. Mr. Mehtab Afsar, Drug| Abbottabad Haripur

Inspector (BS-17)

cnadst even hio & date.

Copy forwarded to:-

y—

The Director General Health Services, Khyber Pakhtunkhwa
Peshawar.

The District Health Officers, Abbottabad & Haripur.

The District Accounts Officer, Abbottabad & Haripur.

PS to Senior Minister Health, Khyber Pakhtunkhwa.

PS to Secretary Health, Khyber Palkhtunkhwa.

PA to Special Secretary Health, Khyber Pakhtunkhwa.

The Deputy Director (I.T) Health, Khyber Pakhtunkhwa.
Officers concerned.
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'GOVERNMENT OF KIYGER PAKUTUNKHWS 0 = =~

HEALTH DEPARTMENT

NOTIFICATION

Dated Peshawar, the 16;‘:'Dcccmbcr 2011

“ No. SOH-lli/2- -58/2009.— The Competent Authesiy on-the rcc“n*rvnndatlon of Khyber Pa)chtunkhwa

Pubiic Seivice Commission has been pleased lo sppoint e falfowing cand(datcs as Orug lnspeclors (BPS-17) on
regular basis \mh immediale effect:-

S.Me. | Name with father's name. _
. 1. | Mr. Muhammad-Zeeshan s/o Muhammad Aslam -
o)

Mr. AincerZeb s/o Jahan Zeb Khan

3. Mr. lbrar Khan s/o0 Dil Mawaz Khan
d. tr. Zia Ullah s /o Zameen Gul
5. Mr. Rehmat Gul Khan s/o Sher Ahmad Khan .
| G Syed Aqib Ali Shah s/o Syed Shu'aat Hussein Shah
2. Their senvices will be governed under the MWEP (I\‘o.» Khybcr Pak htunk]w'a) le Servants Act, 1973 as

Lo : cy e
o i . . - A

amended vide Civil Servanls (Amendmenl) Act, 2005 and riles made trere under and 0U1er rclcvanL laws and mlt:r .

They wiil be on probation (or € pcnod of one ycar cxlcndablc by anothcr one ‘vear.

-

3, - Conacqucnt upon tl.«‘ ir avpomfmcnl as Drug lns
noled a[,ams their namcr N

lor*\BPS 11‘) [hC{ are h"rcb) poq{ d In Uw dlslrcd as -

K
=

5.Mo.. \ Mame with father's name ™ * | *Presentstalus: =| ;4" Place of posting 1|5 - Remarks =~ |’
l Mr. fiuha mnnd%cslm s/o Lstappointment | Druglnspector(BPS-17) | Againstthevacant
\ Muhammad Aslain . 1. L “DistrictHangy 1 - post-
2. Mr. AmeerZeb s /oJahan LCh Khan -Go- . Druglnspec&or(BPS 7 -do-
: - . District Buner - I
3 Mr. lbrur)\hdn s/0 Dii I avazl\han -do- | Druglnspector(BPS-17) -do-
. : ' District Baanu - : '
i fir. Zia Ullahs/o Zamccn Gul ©o-do- - o .Druglnspector(BPS-17) -do-
‘ " . Distiict Upper Dir . »
5. i Rehimat Gul iKhan s/o Sher -do- Dmglnspcctor(BPS-l?‘/ ‘ ~-do-
Ahmad Khan R Aier DistictTank ..
{. G. | SycdAqib AllShalis/o a»cd e o - Cmglnspcr*o'm?b 17
{ Shujnat Husealn Shah . v l ' R DblnctHadpur ",'Z s
q. They are dll’C\,lCd lo aasumc cha'm vilnin 30 days in- 'hc.z rcspecmc olacc cf pos'unr' ancr the issuz.ce of -

lhstohhcahun failing which, their appaintment sha ll be treated a;cancc(.r'd

~5ECR ETARY. (‘OVCPNMENT OF?’H\’B!‘.‘I PL\K}ﬂUN‘\J{n/\
AL, IIUU IH DEPAP'MEW :

iiipar
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EXTRACRDINARY

District At

wottabad

FLOISTERED MO, i
GOVERNMENT R
] H B S “u"‘;“’*f‘l
EHYRER ¥ i
P x“.zc I —
PESHAWAR, FRID z:;.h fOVFMBD( by T
GUVERNMENT G GV BER PAKHTUN o
HEALTH w P VENT
Hovember, 2017
No. SO (D)H/2-43/2017/0ls. 11y wae DOV CONTEGL Wi L she 17 ot e Linee
1976, the Government of Khyber Pawuurmn.. a0 e \/LU W appoint e fone i Orip lnspeuton o e
area mentioned in column 4 against cach with iininwedioie effect
1 2 3 I D T
S.No. Name of Drug Inspector Place of postis Area ol juisdiction ‘
01. Muhammad Shakeel Nawaz, Drug Inspector District Abhota E

02.

I]; Sajid Noor, Brug nspector 5 Distiict Bann

i 03. 1‘ Muhammad Wagqas Salim, Drug | nspe;;-rim i V
g N e
] 04. Rooh Ullah, Drug Inspector i Distiict Charsacua
i 085. Naamut Saed, Drug Inspectar i DisUictShznzgie’;V
| 0e. 1 Muhammad Sajid, Druginspector o ]; Distic 'f\: o
t0r7, 1 Imran Ul Hay, Diueinspecter :

238, | Muhammad Salt;:a, Drug Inspector — : 7

B

ug Inspactor Lo Dis

Ulsurict g

Uisuiclvian

Districe

har

Distiet Sh

Distici:

doy

P

i

saddi

e

Shie

PG

09. | Mr.Yahya Khan, D i wict Pestica
T T "'i' \‘
. e ! Taty ot N | e Mo i
ll 10. Khushal Khan, Drug Inpectot 1 Distiict Nowsier o I Distric Newslier |
T T o f
5 11. Muhammad Shoaib Khan, Drug Inspeciu District Marden ; Disuict ivlard |
12. | Zia ur Rehman, Druy Inspactor Distict Buina 0
13. | Muhammad Hamid Ullah, Diug Inspect District Dir Uppe | District Uiy Upne |
i ) rERPRChiy: ; {Jicin JON A l
L 14 \ Mr. Manzoor Ahmad, Drug Inspector District Pesiuwar | Distnei Pesna }

i { i ection 18 oi thie sald Act

2, They shall also exercise powers under clecses (f) to (i) of section 18 o the s act

SEUHL ot aeain
Printed nna y the Mensger,
Glaty, & Ptg. Depl. Mlunsnwy, Peshaw

sl U l bt
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[See Rule-8{1}}

intimation of purpose to person from whom sampie is tai(enr_'%\);")lj,,. A e e e /—i,a 3! / r /} J LRGN
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el D ; - H
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D N \E TR =
DETAIL OF SAMPLE OF DRUG
' . " Reg | Batch | _
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Dated__ 4 A L BRI VR R
o

4 L -
L

DROV;QWNA&"RU G INSPECTOR
CERTIFICATE fvfagte b

i.  Certified that the sample(s) of the drug, the particular of which is given ;‘bovs3 Was/were faf«*n from
my premises in my presence and sezled in my piesence.

Certified that the samples(s) was,/were taken froni the criginal sealed container of the ccmpany.
Certified that the sample(s) sealed of the above frug was ha, ﬂoﬁd aver vo me ane | have signed and

got one copy of this Form-5. S . T (b

[}

’ . . ’ I B J
CERTIFIED THAT: A Signature of thé'dwner of
The sample(s) wer&f aken and sealed in my presences anc nave signed \Lbe rom-5 ChemistiDrugs Store
zswitnesses.  {

i ’ o
1. ‘%\-’ . -

>
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To,

MFG BY:

Pacific Pharmaceuticals Ltd,

_3_Qf KM, Multan Road, Lahore

) ,/"l . ,‘,'//: - . o >

Through: e '

PHARMANET DISTRIBUTOR, [H# 295, NEAR MODREN AGH SCHOOL MANSEHRA 3

ABBOTTABAD
Subject: THIRD / FOURTH PORTION OF DRUG SAMPLE.
Memo:

Received herewith third/fourth portion of the sample of drug as required under the
provision of clause (iii) / (iv) of sub section (3) of Section 19 of the Drugs Act 1976 taken trom
PHARMANET DISTRIBUTOR, H# 295, NEAR MODREN AGE SCHOOL MANSEINRA ROAD
ABBOTTABAD, for the purpose of test / Analysis and to Drug Testing Laboratory K.P

K Peshawar,

The detailt of which v as under:

' ) N.x:r“f.;v\;? D:‘ilzzvf\ : Drug Reg: No : [ENTEREIN ASRERTE RTINS
Crafilm 120ml F 018602 BISERESNERS Pacific Pharmaceuticais Lid 207 KM, Multan

Suspension Road, Lahore.

You are hereby directed to contirm that the above mentioned dirce s

manufactured/supplied by you or otherwise, in writtcir torm to the undersigned vathin seven davs, dtter
receipt of this letter, failing which it will be presumed that above mention Drug manutactured by you

i i
0 /i
- S (RN AV i
- : - (RGN i
< . Do AL S
B =7 Syved Agib Al Shah
- T -
-~ i P “A ‘ H‘ coe nenee .
/ rovincial Drigs Inspecton

Abbottabad
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A , ’e’i\,\'i‘_):f‘; i LR s
To.

MEGBY:

Reckitt Benckiser Pakistan Ltd

F-18, S.1.T.E, Karachi

. - -
y . L e //‘ / _
Through: =
PHARMANET DISTRIBUTOR, H# 295, NEAR MODREN AGE SCHOOL MANSEHRA ROAD,

ABBOTTABAD
Subject: THIRD / FOURTH PORTION OF DRUG SAMPLE
Memo:

Received herewith third/fourth portion of the s;srn} leordrug as reguared under the
provision of clause (i1l / (iv) of sub section (3) of Section 19 of the Drags Act F2760 taken from
PUHARMANET DISTRIBUTOR, H# 295, NEAR MODREN AGL 3(1 ,Q_ MANSETIRA ROAD,

ABBOTTABAD, for the purpose of test / Analysis and 1o Drug Testing Laboratory K PK Peshawar,
The detaii of which is as undger:
. ) Namo (1![)[‘;,‘ : ) )!L—Hg Reg: Mo i Bateh No RN RURTET
saviscon Advance Liguid - 067066 IR Reckitt Benckiser Pakistan Lwd P16, SLTL, Karachi
Gaviscon Advance Liquid 667066 AR " Reckitt Benickiser Paistar Liet {18, S 1LE, Karachi
» | Gaviscon Advance Liquid ‘ 067065 SOZI Reckitt Benciiscr Pakistan Licd 118, S.LT.E, Karachi
| ‘ ‘

You are hereby directed to confirm that the above mentioned drug s

nanufactured/supplied by you or otherwise, in written form to the undersigned swithin seven days, after

receiptof this letter,

failing which it will !

he presumed that above ment

Sved Agib

2

\)[l i)
it

B
i

vty Dot
[ R AR U S

Vvt

g imnanutactured

DY Vou.

fnshector




FROM-7
Memorandum to Analyst
[See Rule 9 (2)]

Serial No. of Memorandum 1058 PDI/AD Dated  13-03-2018
From:

The Provincial Drugs Inspector
Office of the District Health Office
Abbottabad

To,
The Analyst,
Government Drugs Testing Laboratory
Khyber Pakhtunkhwa Peshawar.

The portion of sample/contamncr described beiow is sent herewith for test analysis

under the provision of clause (i} of Sub-section 3 of section 19 of the Diugs Act 1976

The sample 1s of the drug Confilm 120ml Suspension B. No: 011604M
D-Registration No: 018602 Exp Date: 03-2020

Mfg:. Pacific Pharmaceuticals LTD, 30" KM Multan Road, Lahore

and purport to contain’ Very Viscous and could not be sihakea

The portion of samplic has been marked by me with the following mearks

Dated _ 13-03-2018 fo
e
- (SYED AQIB AL SHAH,
i Provincial Drugs Inspoctor

/o Office af the D H.O, ABBOTTABAD




0 FROM-7
Memorandum to Anaiyst
[See Ruie 7 (Z)]

Serial No. of Memorandum 1057 PolAD Dated  13-03
From.

The Provincial Drugs Inspector

Office of the District Health Office

Abbottabad.
To,

The Anaiyst,
Government Drugs Testing Laboratoiy
Khyber Pakhtunkhwa Peshawar.

The portion of sample/containcr describod below is sent herewith for test analysis

under the provision of clause (1] of Sub-section 3 of section 19 of the Drugs Act. 1976

The sample is of the drug Gaviscon Advance Liquid B .No: 7113

D-Registration No: 067066 Exp Date; 09-2619

Mfg.. Reckitt Benckiser Pakistan Ltd, F-18, S T.E, Karachi

and purport to contain’ Very Viscous and couid not be shaked

The portion of sample has beein marked By me with the follovwing niaris

r——

Dated. . 13-03-201¢

s
[

S ISYED AQIR ALL SHAH),
‘ Provincial Drugs inspoedtor,
Officeor the D H.G ABBOG T TABAD

2

)

)
Q
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FROMN-7
Memorandury to Analyst
iSee Rule 9 (2]]

Serial No. of Memorandum 1056 POUAD Dated 13-03-2018
From:

The Provincial Drugs Inspector

Office of the District Health Office

Abbottabad.
To,

The Analyst,
Government Drugs Testing Laboratory
Khyber Pakhtunkhwa Peshawar.

The portion of sample/containcr described below s sent hierewith for test analysis

under the provision of clause (i) of Sub-section 3 of section 19 of the Drugs Act, 1976

The sample is of the drug Gaviscon Advance Liquid B .No /115
D-Registration No: 067066 Exp Late 167019

Mifg:. Reckitt Benckiser Pakistan Ltd, F-18, S.I.T.&, Karacini.

and purport tc contain’ Very Visceus and couid not be shaked

The portion of samplc has been marked by me witiy the feliowing miarice

Dated.__13-03-2018 o {
a7 . [ - i

(SYED AQIB ALI SHAH),

Proviraal Drugs Inspector,

Office of the D.H.O, ABBOTTABAD
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Certified that

e Proviverad Drugs Inspector Disti Abbotis ad,
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CHOANALYSIS BY THIE
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Purporting to be a sumple of_ Gaviscon Advance hauid L B.No 71153

MId: by Reckitt Benkiser Pakistan 1td: S.1T.E Kurachu.
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OUFICE OF THE PROVINCIAL DRUG INSPECTOR
ODISTRICT HEALTH OFFICE,ABBOTTABAD, KPK
No._ /2000 pPDI-AD
Dated Abbotiabad the <~ (" e /;5[73"?

To
Zarin Gul (Branh Manager / Person Present at the time of inspection)
M/S PharmalNet Distributor
295 near modern age Shool Supply, District Abbottabad.
Subject: - SHOW CAUSE FOR CONTRAVENTION GF THE PROVISION OF SECTION 23 1 (aj (v} OF

THE DRUGS ACT, 1976.

The undersigned During inspection ot your business premises M/S Pharmanet Distributor
Abbottabad on 13/03/2018, took sample of Suspension Crafilm 120ml Batch 01164M, Gaviscon
Advance Liquid Batch # 7115 & 7113, for the purposes of test & analysis. The Provincial Government

, Analyst Khyber Pakhtunkhwa, Pesnawar has deciared Samples as SUB-STANDARD thus contravene
Section 23 (1) (a)(v) of The Drugs Act, 1976.
Copies Enclosed:
1. TRANO.55760/DTL DATED PESHAWAR THE 18-03-2018.
2. TRANO.55761/DTL DATED PESHAWAR THE 18-05-2018,
3. TRANO.55762/DTL DATED PESHAWAR THE 18-05-2018.

You are therefore directed teo submit original warranty/invoice from whom you purchased the under
reference drug or otherwise, in written form to the undersigned within SEVEN DAYS, after receipt of
this letter, failing which it will be presumed that you have no valid reasons / informations to offer, ex-
parte proceedings shall be initiated against you under the Drugs Act, 1976. ¢

7
V/ 7.
; Provincial Drug inspector
’ Abbottabal.
Copy forwarded to: -

1. Chairman Provincial Quality Control Board Khyber Pakhtunkhwa Peshawar for information.

v’

Provincial Drug Inspector
Abbottabad.
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Pharma & FNiCG Uistributors

Ref: PN /DI /ATD /2018 Dated 13.06.2018

To

The Provincial Drug inspector
DHO Office, Abbottabad

KPK

Phone No. 0300-5863033

Subject: Reply of Show Cause Notice

Dear Sir, Assalam-0Q-Alaikum

Reference your letter No.1303 PDI-AD dated 06.06.2018 received here on 09.06.2018 foliowing are the
submissions.

1- Crafilm Suspension 120mi Batch No. 0115604M Notarized copy of !nvoice No. 127166 dated
18.12.2017 of M/S Pacific Pharmaceuticals Limited 30.th KM, Multan Road, Lahore.
Tel#042-35975291-93

2- Gaviscon Advance 120ml Batch No. 7115 Notarized copy of Invoice No. 17042644 S1 dated
29.12.2017 of M/s Reckitt Benckiser Pakistan Limited. ( Regd.office: 3 F'oo. Tenancy-04 & 05, Corporate
Office Clifton, Karachi) ,(Factory: F-18, S.L.T.E, Karachi Tel#32573405-9), (Warehouse, 46-KM, Multan
Road, Natha Khaisa, Lahore Tei#111-232-323)

3- Gaviscon Advance 120mi Baich No. 713% Nctarized copy o. Invoice No. 17041864 Si dated
23.12.2017 of M/s Reckitt Benckiser Pakistan Limited. { Regd.office: 3" Floor, Tenancy-04 & 05, Corporate
Office Clifton, Karachi) ,{Factory: F-18, S.L.T.E, Karachi Tel#32573405-9), (Warehouse, 46-KM, Multan
Road, Natha Khalsa, Lahore Tel#111-232-323)

We have purchased these items against above said / enclosed invoices and a copy of yeur show cause notice along
with Test and Analysis Reports have also been forwarded to them for their information and further necessary
action.

Original invoices are lying with us for the purpose as if they are required at any cther occasion. However, original
invoices can be presented for your perusal at anytime if required by your good self.

For any further detail or information, which you may require in future in this regard is aiways welcome.
Thanks with Regards
Sincerely Yours

ZarinGul %
- PharmaNet ,}':\bbqtta‘b.ad

CC: PharmaNet isiamanad

ISLAMIABAD ABBUTTABAD SJHELUM MUZAFFARABAD (R.JK) PESHAWAR

Plot # 321, St. # 4, Sector 1-9/3,  House # 295, Mansehra Road, Muja‘nidahar:i Roshan Plaza, Near Neelum Park, Jhagra, Main G.T Read,
Industria!l Area, Islaimabad. Supply Bazar, Abbottabad, Cantt. Vlard No. 22, Wastern Bypass Road, Peshawar.

Ph: 051-4435913-4 Ph: 0992-343336 Sella Noor Shah, Muzaffarabad. Cell: £321-237600¢

Fax: 051-4101384 Fax: 0992-345528 Ph: 05822-44£331-32 munif_ahmed@yzheo.cem
gnarmanet.isb@ginail.com pretabi@gmail.com _jim@yahoc.com pneimzd@gmaii.com -
munif_ahmed@yahoo.com munit_ahmed@vahoo.com murif ahmed !@/dhoc.mm munif _ahmed@vahoo.com
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RECKITT BENCKISER PAKISTAN LIMITE

Rega. Office:

F-18, S.L.T.2. Karachi. T

Warshouse: @ 46-KM, Multan Road, Natha Khalsa. Lainc

Factory:

» 3B8-1, Industrial State, Phase-1 Multan

s Survey # 34, Deh Gondpass, Tapo Gabuy
Kearnari Town, RCD Fighway.
Karachi, Pakistan

1704 leud 31 Cate:r 502710 b suopls ARSI 4
{ Supplier's Hame o Address Buyer s [ume & er i Shipped to  Regron: 1IN Area: 1A Zone: 60
I RECKITT BENCKISER PAKISTAN LIMITED PHARNA HET (PHAPMA) PN {(ABECTAZAD) '
1 KOLACHT STORAGE FARK, H 1, STREET N0, 4 HOUSE NO.,24%5, !
| PLOT MNO.9-A/Y, K BLOCK A, PHASE 11, S MANSEHRA ROAL,
| TRANS LYARL QUARIERS, HAWKSBAY KROADL, TALAMADADL SUFPLY BRZAR
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3029413-7046-7851 FG 1.0 L0z C Y .06 28452.02
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Ref: PDI/AD/001/18
Dated: June 21, 2018

The Provincial Drug Inspector,
District Health Office (DHO),
Abbottabad — Pakistan.

W c
UKAS
ENVIRDNMENTAL

RIRE MAUAGEMENT
an ltuS 505

In re: Substandard Crafilm Suspension 120ml Batch No. 01164M Manufactured By
M/S Pacific Pharmaceuticals (Pvt.) Ltd 30™ K, Multan Road, Lahore — Pakistan

NO. 1303/PDI/AD DATED 06.06.2018,

Subject: REPLY TO THE LETTER
RECEIVED VIDE DATED 112-06-2018]
Dear Sir,
1. Kindly refer to your letter no.

captioned matter.

1303/PDI/AD, dated 06.06.2018 regarding the above

2. Through the letter under reply your good office informed the Company that its product

Suspension Crafilm 120ml Batch no. 011604M (hereinafter referred as “The Product”)
has allegedly been declared substandard by Government Analyst Drug Testing
Laboratory (DTL) Peshawar vide a letter no. TRA 55762/DTL dated 18-05-2018.

The samples of the product were allegedly declared substandard on basis of non-
compliance with the ASSAY, whereby the reiease limit is 90-110%. The results reported
after the test is 80.94%

The note is mentioned in the DTL report stated as “The suspension in_the provided
bottle is broken and hard cake which do not dissolve even after vigorous shaking”

It is pertinent to mention here that while the broken bottle, the liquid part of the
suspension leaked hence the hard cake is not dissolve in the remaining: liquid part of
suspension, so while performing the Assay Test at non dissolved hard cake even after
vigorous shake and whilst declaring the Product to be in compliance with the Assay
Results, wrongly declared our Product as substandard.

Plant:
30" Km. Multan Road, Lahore. P.0. Box 399, Lahore, Pakistan
42 35975291-93 Fax

Email: mfoCpacmcpharmaceuncals com  URL: www.pacificpharmaceuticels.com

Tel :

+52

Head Oifice:
'3 Ghaziabad,

fstampura,
492 42 3597Ej)b Tel -

LG P - R
92 42 37214730 Fax: +67

42 37
Email: info@pacificpharmaceuticals.com  URL:

Lahore - Pakista

v.pacificpharmaceuticals.com
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6. In order to prove our stance, we are enclosing herewith the following documents for your
kind reference:

e  Method of Analysis (SOP)
¢ Reference Standards
® COA of Batch No. 01164M

7. Further, we have checked retained samples of our Product and have found them within
limits in all respect according to the prescribed nharmacopeia.

Copy of the test conducted by the company on its retained samples
; is enclosed herewith for your kind perusal.

8. We are hopeful that the foregoing will address your concerns regarding the quality of the
drug produced by us. We remain available for any other clarification and provision of any
further documents that may be required by your good-seif.

9. Without prejudice to the foregoing, the Pacific Pharmaceuticals 1td. reserves the right to
produce evidence in contravention to the Report of the Government Analyst and request
your good office to get the sample retested from the Appellate Lab / NIH Islamabad as
we do not agree with the DTL Report TRA No. 55762/DTL dated 18-05-2018 issued by
the Government Analyst, DTL, Peshawar. Accordingly, you are requested to have our
sample re-analysed / re-tested from Appellate Testing Laboratory at NIH Islamabad.

With regards,
For Pacg.'ﬁc Pharmaceuticals Ltd,

v
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i

2

o4

Muhammad Usman,
Manager Regulatory Affairs

T
o e

Plant:

30" Km, Multan Road, Lahore. PO. Box 299, Lahore, Falkistan.
Tel @ +92 42 35975291-93, Fax : +92 42 35475256
Email: info@pacificpharmaceuticals.com  URL: www.pacificoharmaceuticals.com

istampura, Lahare - Pakistan.
1 P92 42 37214531

w.pacificcharmaceuticals.com
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| = Pacific Pharmaceuticals Ltd., Lahore - Pakistan
Reference Einished Product Certificate of Anaivsi
QCFG/03/0010 Finished Product Certificate of Anaiysis
Product: CRAFILM SUSPENSION 120 ML Registration No: 018802 QC Number:- F10-441-17
Batch/Lot No.:- 011604 Batch size :- 2500 Litre Mfg. Date:- April 2017
Analysis Date:- 13-Oct-2017 Expiry Date:- March 2020
TESTS SPECIFICATIONS RESULTS
Description An opaque, homogeneous white suspension Complies
Density 1.13 - 1.25g/m! 1.17 g/ml
Viscosity (Spindle NO 2 at 5rpm) 1200 — 2000 cps 1450 cps
Filling Volume 60 + 3m| 680 mi
Filling Volume 120 + 4ml 120 ml
Identification by chemical test: White gelatinous precipitates are produced Conforms
Aluminium
QUANTITATIVE ASSAY BY TITRATION 900 — 1100 % 9962 %
Each 5ml suspension contains:
Sucralfate.........1.0g
Total viable count NMT 1000 Col/m! 352 col/ml
E-coi Absent Absent
Salmonella species Absent Absent
Remarks:  Results conform to Finished product specitications (APR) crafilm suspension
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QCFG/03/001C | Finished Product Certificate of Analysis
Product: CRAFILM SUSPENSION 120 ML Registration Mo:- 018602 QC Number:- F10-441-17
Batch/Lot No.:-  011604M Batch size :- 2500 Litre Mig. Date:- April 2017
Analysis Date:- 13-Jun-2018 Expiry Date:- March 2020
LTESTS SPECIFICATIONS RESULTS
Description An cpague, homogeneous white suspension Complies
Density 112 - 1.25¢/ml 1.47 g/mi
Viscosity (Spindle NO 2 at 5rpm) 1200 - 2000 cps 1420 ¢cns
Filling Volume 50 + 3ml 60 ml
Filling Volume 120 + 4ml 120 m!
Identification by chemical test: Aluminium White gelatinous precipitates are produced Conforms
QUANTITATIVE ASSAY BY TITRATION a0.0 —1100% 98.40 %
Each 5ml suspenston contains:
Sucralfate... .....1.0g
Total viable count NMT 1000 Col/mi 352 col/mi
E-coli Absent Absent
Salmonella species Absent Absent
Remarks: Results conform to Finished product specifications (APR) crafilm suspension
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Title: Finished Product Specification of Crafilm Suspension |

TEST APPLIED

SPECIFICATIONS

Descr ptxon

. Al opaque, homogeneous white suspension

| Viscosity
; {Spindle NO 2 at Srpm)

i | i
1 ‘, ‘
\ ‘
- - .
| Filled Volume 160 + 3ml ;
| | 120 +4ml |
: |
| o .
} Identification by chemical test: i {
| |
. \,
Aluminium i White gelatinous precipitates are produced :
| i
Quantitative Assay by Titration | |
| Fach Sml suspension contains: | %
| | 900 -110.0% |
Sucralfate......... i.0g | |
i ! ‘
| Microbial Quality
Total viable count CNMT 10 col/m!
Escherichia coli P Absent
Salmonella species - Absent
Staphylococcus aureus | Absent
Pseudomonas aeruginosa | Absent |
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‘ l 5 i Department: Quality Controi Effective Dute:
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, 7 ; Title: SOP for Finished Product Testing of Crafilm Suspension
Lo Purpose
1.1 To describe proceduies for Finished Product Testing of Cratilm Suspension by QC lab
2.0 Scope
2.1 The scope of this SOP pertains to i inished Product Testing of Crafilm suspension

3.0 Responsibilities

3.1 it is the responsibility of QC analyst to follow this SCP as it is written
3.2 It is the res pm 1bmw ot QC manager to review and update this SOF as necessary and

to ensure that this SOP is totlowed in its entirety

4.0 Detinitions

NA
5.0 Materials and Equipments
S Density meter
5.2 Viscometer
5.3 Analytical balance
5.4 pH meter
3.5 Digital burette
5.0 Hot plate, Velp
5.7 Glacial Acetic Acid
/
5.8 Zinc sulphate g
S
5.9 EDTA S
g b FITRICES
. e Jualiey AT
5.10 Hydrochloric acid it . RIS o1 LN I
{3, im Pridi i
34 ot i
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Title:

SOP for Finished Product Testing of Crafilm Suspension

5.0 Ammonia

5.12  Ammonium acetate

5.13  Ethanol

5.14  Sodium hydroxide

w
—
v

|9
o

Xylenol orange
Hexamethvienetetramine

6.0 Satety Considerations

6.1 Wear lab coat, gloves and safety giasses at all time during testing

7.0 low Diagram

NA

8.0 Procedures

- ———

Preparation of reagents

3.1

A

o

Preparation of 0.05 M EDTA

Weigh 18.6g of EDTA and transfer it to 1000ml volumetric flask. Add
S00ml of RO water, and dissolve by sonication for Sminutes.Bring up
volume to 1000m! with RO water and mix well.

Standardization ot 0.05 M EDTA

Weigh 0.100g of zinc powder and wansfer it in a 100m! volumetric flask.
Add 4ml of 7M hydrochloric acid and dissolve by sonication. Add 0.1ml of
bromine water, Boil to remove excess bromine, ccol at room temperature
and bring up volume to 100ml with water. Take 25mi of this solution with
the hedp of a bulb pipetie and transfer to a 300mi conical tlask. Add 200m]
of RO water. Add 30myg of xvlenol orange triturate, the solution becomes
vellow. Add hexamethylenetetramineg untii the color of solution turns violet-
pink from yeliow. Add Zg of hexamethylenetetramine in excess. Titrate, yith
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EDTA solution until violet-pink color turns yellow. Each ml of 0.05 M
EDTA VSisequivalent to 3.269mg of Zn.

8.1.3  Preparation of 0.05 M Zinc suiphate solution
Weigh 8.79g of Zinc sulphate monohydrate and transfer it in a 1000ml
votumetric flask.Add 300ml RO water and dissolve by sonication for S
minutes. Bring up voluiie o 1000mi with RO water and mix well.
8.1.4  Stancardization of 0.05 M zince sulphate solution
transter [0mi of 0.05 M EDTA solution in a 100ml conical tlask with the
help of TOmi bulb pipetie. Add 10ml of acetic acid — ammonium acetate
buffer pH 4.5, S0ml of cthanol and 2mi of dithizone. Tirate with zinc
sulphate sclution to @ clear rose pink color end point. Record volume of zinc
suiphate solution used and calcujate exact molarity using following formula.
Molarity of Zinc sulphate solution = 19x I x 0.03
v
Where
10 = volume taken of 0.05S M EDTA solution
3 = factor of 0.03 EDTA solution
0.05 = Molarity of EDTA solution
Vo= voiume used of zinc sulphate solution
8.1.5 Dithizone indicator soiution
Weigh 25.6 mg ol dithizone and transfer it to 100 ml volumetric flask. Add
approximately 60 mi ol cthanol and sonicate for S minutes. Bring up velume
o 100 ml with ethanol.
3.1.0  Acetic acid ammonium acetate bufter (pH 4.5)
Weigh 77.1 ¢ of ammonium acetate and transter in 500 ml ot beaker. Add in
it 300 mi of RO water and sonicate for 20 minutes. Add 70 ml of glacial
acetic acid in it and transfer it to 1000 ml of volumetric flask. Bring up
volume to 1000 mbwith RO water and mix well by swirling.
]l Written py: | Approved by: | Authorized by: ‘
e - 1 Page #
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Tlﬂ(;' OP tor Finished Product Testing of Crafilm Suspension
l R I
8.1.7  Ammonia soluticn (60 1)
Accurately measure 35.53 ml of 35 % ammonia and transfer it to 100 ml
olumetric flask. Bring up volume to 160 m: with RO wa
8§.1.8 1IN Sodium hydroxicde
Accurately weigh 4.0 ¢ sodium hydroxide to 100 m! volumetric flask. Add
50 ml RO water and sonicate for 15 minutes. Bring up volume to 100 mi
with RO water.
S.1.9  Hvdrochiorie acid (3M)
Measure 26.10ml ot concentraied wdrocn‘ox acig and transier it to 100 ml
volumetric flask already containing 50 ml of RO water. Uring up volume (o
P00 mbwith RO water and mix well by S\\"irling.
110 Hydrochlovie acid (1.000)
Measure 8.3mil of concentrated hydrochloric acid and transfer it to 100 m
volumetric flask aiready containing 50 ml of RO water. Bring up voiume tc
100 mil with RG water and mix well by swirling.
8.2 Finished Product Testing

T,A.ﬁl
i
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8.2.1.2  Filled Volume
Determine the filled volume of cratilm suspension using graduated
cylinder
$.2.1.3  Deasity
Determine lhc density  of  sample using density  meter
QCOP/O2:001:
'!V‘
8.2.1.4  Viscosity !
Determine the viscosity of sample using viscometer QCOP/02/0015 a
Dl st
e - o ' paihe -
‘ Written !)\ ;A;‘;prm'c::’ Uy ‘ wutnmmvu b “;“7 : * 1
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Physical tests

e

.1 Description

Verify appearance,

color and odour of Cratilm suspension







v v av Anu T EAaU UL
, !

S S, 1

‘ )epaxtn ent: Quality (j?ezxtxﬂ% i fffective Date:
E o e i i L .
; litie: SOP for }mmshu roduct Testing of Crafilm Suspension

8.3 Chiemical Tests
8.3.1 identification of Aluminium

Take 2.5ml of snmplc and transtfer it to 1€0ml beaker and add 10mi of
1.0M hydrochloric acid. Add 6M ammonia, gelatinous white precipitates
are produced which 'hssolve on further addition of IN sodium hydroxide.

8.3.2  Quantitative determination of Sucraifate on aluminium basis
8.3.2.1  Preparation of sample soiution

Shake sample well, Take Sg of sample and transfer it to 250 ml

volumetric fusk. Add 7ml of concentrated hydrochloric acid and
TUmi of RO water. Heat on water mth at 60°C for dminutes with
occasional shaking., Add 30ml of RO water pre-heated at 60°C.
Filter the solution and coliect fittrate in 250mi volumetric flask.
Wash filter paper with hot water and collect fifrate. Aliow it 10
coolb at room temperature. Bring up volume to 250m! with RO
water.

8.3.2.2 Titration of sample

Transter 23ml of sample stock solution in a 500mi conical flask.
Add SCml of RO water, 25ml of 0.05M EDTA sclution and 10ml
of acetic acid ammonium acetate buffer to adjust pH to 4.5, Heat
for Sminutes. vool at room temperature. Add 30m! of ethanol and
Sml ol dithizone. Titrate excess 0.05M EDTA solution with
6.05M Zine sulphate soiution. The end point appears when color
of sotution turns from green to rose pink. Record the volume of
0.05M Zinc sulphate solution used. Calculate the volume of
0.03M EDTA solution consumed. Zack m! of 0.05M EDTA is
cquivaient to 1.349img of aluminium.

Determine mg of aluminium by using the following formulae

mg ol aluminium/ 3ml=M=(25xA-Bx{O)x1.349] x230x3xD
Ws x vol of stock sol. taken
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A S

volume of 0.05M Zinc sulphate solution
= standardization factor of 0.05M Zinc sulphate
titration factor

23 = olume of EDTA solution
A = standardization tactor ¢t 0.05M EDTA
B =

b — M
2
4
\v
i

50 = total volume of stock solution
Ws = weight of sample in gm
D = Density
M = mg of aluminium found per 5 ml of finished product
Calculate mg of Sucraifate in 5 ml by using
the following formulae:

mg of Sucraitate/ 5Sml = A= M = 100

rea et vl fot rie ;
Convert mg of Sucralfate to gram of

Convert my u
Sucraltate in £ ml oy using
the foliowing formulze

e

om ot Sucratfaie/ Sml=C = _A

Calculate percent anmount of Sucraltate per 3
mi using the fellowing formula:

Percent of Sucralfate= € x 100

9.0 Required Documents

9.1 Standard operating procedures for Analytical balance QCOP/02/0003
9.2 Standard operating procedures for pH meter QCOP/02/5007 f
9.3 Standard  operating procedure for operation and calibration of Deusity meter

QCOP/02/0014
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9.4 Standard  operating procedure for operation and calibration of  Viscometer

QCOP/O2/0015
9.5 Finished Product specifications of Crafilm suspension QCFS/03/0010
10.0 Attached Documents
10.1 Certificate of Analysis of Crafilm Suspension FQC/04/0007
102 Record of Finished Product testing of Crafilm Suspension FQC/05/0008
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OFrICE OF THE PROVINCIAL DRUG INSPECTOR
DISTRICT HEALTH OFFICE,ABBOTTABAD, KPK

No. Dy A D
Dated Abbottabad the f *\ AR '--"’&”-’—'\,‘“{

To

Managing Director

M/S Reckitt Benckiser Pakistan Limited

F-18, S.I.T.E Karachi.

Fel: 32573405-9
Subject: - SHOW CAUSE FOR CONTRAVENTION OF THE PROVISION OF SECTION 23 1 (a) {v) OF

THE DRUGS ACT, 1976.

The undersigned During inspection of business premises M/S Pharmanet Distributor
Abbottabad on 13/03/2018, took sample of Gaviscon Advance Liquid Batch # 7115 & 7113
manufactured by M/S Reckitt Bankiser Pakistan Ltd, Karachi, for the purposes of test & analysis. The
Provincial Government Analyst Khyber Pakhtunkhwa, Peshawar has declared Samples as SUB-
STANDARD thus contravene Section 23 (1) (a){v) of The Drugs Act, 197¢.

Copies Enclosed:
1. TRA NO.55760/DTL DATED PESHAWAR THE 18-05-2018.
2. TRANO.55761/DTL DATED PESHAWAR THE 18-05-2018.

Show Cause were served to M/S Pharmanet Distributor Abbottabad, in reply they sumitted your invoice
# 17042644 S1, 17041864 S1 dated 29-12-2017 & 23-12-2017 respectively.

You are therefore directed to explain your position for the contravention and disclose the
name of the Chief Executive, Partner, Production and Quality Control Incharge involved in the
manufacturing of the drug, in written form to the undersigned within SEVEN DAYS, after receipt of this
letter, failing which it will be presumed that you have no valid reasons / informations to offer, ex-parte
proceedings shall be initiated against you under the Drugs Act, 1976
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Abbottabad.
Copy forwarded to: -
1. Chairman Provincial Quality Control Board Khyber Pakhtunkhwa Peshawar for information.
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Provincial Drug Inspector
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Ref: QM-026/2018
Date: July 2, 2018
To,
The Provincial Drug inspector,

District Health Office,
Abbottabad. KPK.

Subject: Show Cause for Contravention of The Provision Of Section 231 (a) (v) of The Drug Act,
i976.

Dear Sir,

We write with reference to your letter number: 1309 PDI-AD dated 25" June 2018, declaring our product
Gaviscon Advance Liquid Batch no. 7125 & 7113 sub-standard sudsequent tc testing by The drug Testing
Laboratory Khyber Pukhtun Khwa , Peshawar , on the subject cited above.

We have received the letter ori 29" June 2018 and therefore, would like to request to you for giving the
appropriate time for discussion.

Furthermore, we had not received warranty portion which is a fegal obligation to furnish. Kindly provide
the samples for the said product which has been declared substandard with us so that we may test
authenticity and specification.

-9

P NP .
Uianci, We Fequest G Toaraive aluoy

Assuring you our hest cooperation all time.

Yours sincerely,
On the behalf of Reckitt Benckiser Pakistan

(Humaira 7Sri4ddiq\ue)
Qualily Compiiance Manager
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Subject: - SUBMISSION OF REPORT AGAII = Lo\ — 7
; = e L K /]
1. Muhammad Zarif Ahmed (P S Ivranice foc 1o I i RN '
. . z L i \r'(,\/_ IR \ -
2. Zarin Gul ( Branch Manager, = Nanme ;md[ . H M\,
M/S Pharmanet Distributor, 24 . ™~ address - .
5. junaid Rashid {warrantor) - R
4. Muhammad Usman {Reguiatory Manager)
M/S Pacific Pharmaceuticals Limited, 30™ km Multan Road Lahore.
5. Managing Director
6. Humaira Saddique (Quality Compliance manager)

M/S Reckitt Benckier Pakistan Limited, F-18, S.1.T.E Karachi.

Offence: SECTION 23 (1)(a}(v) OF THE DRUGS ACT, 1976.
R/Sir,

[ have the honor to state that undersigned on 13-03-2018 during inspection ot M/S
Pharmanet Distributor Abbottabad, sampled the Suspension Crafilm 120ml Batch # 01164M

manufactured by M/S Pacific Pharmaceuticais Limited, 30" km Multan Road Lahore & Gaviscon
Advance Liquid Batch 7115 & 7113 for Test & Anaylsis. The Government Analyst Provincial Drugs
Testing Laboratory, Khyber Pakhtunkhwa Peshawar declared the sample as SUBSTANDARD vide
Lest Report No:
TRANO. 557

-~

60 / DTL Dated Peshawar, the 18-05-2018.
2. TRANQD.55761 / DTL Dated Peshawar, the 18-05-2018.
3. TRANO.55762 / DTL Dated Peshawar, the 18-05-2018.

) =

Suspension Crafilm 120mi Batch # 01164M:
submitted warranted invoice of M/S Pa

M/S Pha
Pharmacenticals

manet Distribitor Abbottabad,

manufacturer cific Limited Lahore, on

in .:;)ly they Chalienge Provincial DTL Reports &
Appeal for Sample Retesting under the

further investigation froni manufacturer,

rovision of Section 22 (2} ef The Drugs Act 1976

%

Gaviscen Advance Liguid Batch # 73115 & 7113: M/S Pharmanet Ristributor submitted
warranted invoice of manufacturer M/S Reckitt Benckier Pakistan Limited, F-18, S.L.T.E Karachi,
On further investigation the reply received from manufacturer is not satistactory.

fthe Drugs Act, 1976
ection to the undersigned.

They have contravened the provision of Section 23 1 (a}{v) o
The case is therefore submitted for scrutiny and further dir

)

(SYED AQIB ALI ZQH‘Y\HW,
Provincial Drugs Inspector

Ahbottabad.
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(NUTES OF THE 310™ MEETING OF PROVINCIAL QUALITY CONTROL BUARD, KIIVBER PAKHTUNKHWA, PESHAWAR
HELD ON 04-07-2019 AT 16:00 AM.

el meeting was held on 04-07-2019 at 10:00 am in the committee room of Health Department, Peshawar and was chaired by Dr.

»oqp Jamil, Secretary Health Department as Chairman PQCB. The mecting was attended by the meuibers of the Board, as under:-

id Shah, representing Head of Pharmacology Department, KMC, Peshawar as member PQCB.
ltmullah Khan, Director Health merged Areas as w0 mher POCB.
kim Abdul Waheed, M/S Afghani Dawakhana, Peshawar <. rember P(
sass Khan, Chief Drug Inspector, Khyber Pakhtunkhwa as memiser DQOR,
Ahmad, Section Officer (Drugs), Health Department as member POQCB.
amad Ibrahim, Deputy Secretary (Drugs), Health Department as Secretary PQCE.

JCH.

s

il, Chairman PCDA, Khyber Pakhtunkhwa participated in the meeting in capacity as observer member.

ding oppertunity of hearing to the accused parties, the following decision was made by the Board.

ottabad | 1. Muhamuaad Zarif Ahmad (x’romlctm) Su: >p ﬁdl(/%t(xk of [Accused at scrial no. i & 2 appeared and were
2. Zarin Gul (Branch Manager/Person Present) M/s | Cratilm 120 | Sub-Standard | heard in connection with their alleged involvement
Pharmanet Distributor, 295 Near Moedeirn Age School | ml D rug Section | in sale of substandard drugs Susp. Crafilm 120
Supply Suhattabad . | Batch No. 23(1(&a)v) of ml Batch No. 0lieM
3. Junaid Rashid (Warra:zi)  0116M t} 1e Drug Act Gaviscon Advance Liguid Batch No. 7115 Batch
4. Muhammad Usman (Regulatory Manager) M/s | Gaviscon 1976. No. 7113 while the other accused were absent.
Pacific Pharmaceuticals Limited, 30th Km Multan | Advance i The firm challenged the report of DTL, Peshawar
Road Lahore | Liquid and requested for retesting at NIH. After
5. Managing Director | Batch No. | threadbare discussion, the Board agreed on the
6. Humaira Saddique (Quality Compliance Manager) | 7115 - following decision:

| M/s Reckitt Benckier Pakistan Limited F-18 SITE | Batch No.
| Karachi. 7113 L Decision: To send the sample for retesting to the

NIH, Islamabad at the cost of manufacture.




Phone No: 51-9255210
Fax No: 9255099
Email: edofficenih@gmail.com

National Institute of Health
Drugs Control & Traditionai Medicines Division
ISLAMABAD - PAKISTAN

No.F.1-20/03-KPi/2019-DC&TMD: 3 September, 2019.

{The Secretary

Provincial Quality Contro} Board
Khyber Pakhtunkhwa Fealth Secretarial
Peshawar.

SUBJECT: - TEST REPORT OF THY SAMIPLE:

Reference your ietrer SO(D)/2-15/2019/PQCB/310™ (002) dated 13-07-201¢.
i
Piease {ind enciosed herswith the test report of tie sample of “Crafilm Suspension (Sucrafate);

1

Batch No. 011604M, manufactured by M/s Pacitic Pharmaceuticals (Pvt) Ltd 30 Multan Road,

Lahore Pakistan. (Test Report No.03-KPK/2019).

Asab

|

(Dr. Shahzad Hussain)
Chief




No.F.1-20/03-KPK/2019-DC&TMB TEST REPORT NO.03-KPK/285¢

Form (6) (See Rule-16) Dated 13" September, 2019.

CERTIFICATE OF TEST/ANALYSIS BY THE DRUGS CONTROL AND TRADITIONAL
MEDICINES DIVISION, NATIONAL INSTITUTE OF HEALTH, ISLAMABAD.

Certitied that the sample (s) bearing number 1058/PDI-AD purporting to be a sample of Crafilm
Suspension  (Sucralfate) received on 16-07-2019 from The Chairman, Drug Court, Khvber
Pakhtunkhwa, Peshawar, vide memo SO(D)/Z—lS/ZOl9/PQCB/3]()th (002) dated 15-07-2019 has been
tested /analyzed and that the result of such test/analysis is stated below: -

2. The condition of seal on the packet.  Sealed.
DESCRIPTION: Two layered heterogeneous suspension contained in amber colored labeled

glass bottie further packed in an cuter carton. The upper layer consists of
free flowing liquid whereas the lower layer consists of hard cake which
does not disperse cven on shaking. (Does not comply with manufacturer
specification which states that “An opague, homogenous suspension”

E.COLY: Absent Complies with manufacturer specitication.
SALMONELLA SPECIES: Absent Complies with manufacturer specification.
S.AUREUS: Absent Complies with manufacturer specitication.
PSEUDOMONAS AERUGINOSA: Absent Complies with manufacturer specification.
TOTAL VIAL COUNT: Absent Complies with manufacturer specification.
3. Inthe opinion of the undersigned the sample is Sub-Standard guality as defined in the Drug Act. 1976

for the reason (s) given below.-

DESCRIPTION: Two layered heterogeneous suspension contained iv amber colored labeled
olass bottle turther packed in an outer carton. The upper layer consists of
iree flowing liquid whereas tiie lower layer consists of hard cake which
does not disperse even on shaking. (Does not comply with manufacturer
speciiication which states that “An opaque, homogenous suspension”

fg‘

CHIRF
Drugs Control and Traditional Medicines Division, Nationai Institute
of Health, Islamabad/Authorized Officer /Government Anaiyst
DETAILS GF RESULT OF TEST AN ANALYSIS
(With protocois of test applied)

MOMENCLATURE: Cratiim Suspension (Sucralfate).

BATCH NO. 011604M.

DATE OF MANUK: 04-2017.

DATE OF EXPIRY: (03-2020. '

MANUFACTURER: M/s. Pacific Pharmaceuticals Ltd 30™ Km Muitan Road Lahore Pakistan.
DESCRIPTION: Two layered heterogeneous suspension contained in amber cofored tabeled

glass bottle further packed in an outer carton. The upper layer consists of
free flowing liguid whereas the lower layer consists of hard cake which
does not disperse even onr shaking. (Does not cemply with manufacturer
specification which states that “An opaque, homogenous suspension”

Cont. at page-Z
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The Secretary

Provincial Quality Countro! Board
Khyber Pakhtunkhwa Health Secretariat
Peshawar.

wm

/—




NO. SO(Drugs)/HD/2-15/2019 (312" PQCB)

Dated Peshawar the, 16" December, 2019
To

The Provincial Drug Inspector,
Office of the District Health Officer,

Subject:- MINUTES OF THE MEETING OF PROVINCIAL QUALITY
CONTROL BOARD KHYBER PAKHTUNKHWA.

I am directed to refer to your compiaint vide memc No. / Ly
dated .. and to enclose herewith minutes of the meeting of Provincial
Quality Control Board, Khyber Pakhtunkhwa held on 28/11/2019 at 10:00 AM for
favour of further necessary action at your end under intimation to this Board within

one week for lodging FIR and within fortnight in cases to be instituted in the Drug
Court.

The Boara shall be kept informed of the progress of the case and the
final outcome/decision of the Court shall be intimated to this Board giving reference
of this letter and the copy of decision of the Court shall be produced aiong with your

comments/recommendations for further immediate necessary action (within fortnight
at the maximum).

(Muhammad Ibrahim).
Secretary
Provincial Quality Control Board
Khyber Pakhtunkhwa, Peshawar

Endst: No. & Date Even.

Copy along with minutes forwarded to the Chairman Drug Court, Khyber

Pakhtunkhwa, Peshawar for information.

Secretary
- Provincial Quality Control Board
Khyber Pakhtunkhwa, Peshawar




MINUTES OF THE MEETING OF 312TH PROVINCIAL QUALITY CONTRCL BOARD, KHYBER PAKHT

PESHAWAR HELD ON 28-11-2019 AT 10:00 AM.

T'he subject meeting was held on 28-11-2619 at 10:00 am in the committee room of Health Department, Peshawar and was chaired by Mr. K
Baloch, Additional Secretary Health (Dev) as Vice Chairman PQCB. The meeting was attended by the members of the Board, as under:-

. Prof. Dr. Syed Muhammad

Ashhad Halimi, represcnting Chairman Pharmacyv Department, University of Peshawar, Peshawar as member F
2. Dr. Muhammad Rauf Wazir, representing Director Health Services merged Areas as member PQCB.

. Dr. Nizamuddin, Assistant Professor representing Head of Pharmacology Department, Khyber Medical College, Peshawar as member PQCE
. Dr. Abbass Khan, Chief Drug Inspector, Khyber Pakhtunkhwa as member PQCB.
- Muthammad Ibrahim, Deputy Secretary (Drugs), Health Department as Secretary/ member PQCB.

Ar. Ismail, Chairman Chemist & Druggist Association Khyber Pakhtunkhwa Peshawar Zone as an observer member PQCR.
~iter affording opportunity of hearing to the accused partics, the following decision was made by the Board.
T o D ’ o -

enda Item NG. 2

| Abbottabad

1. Muhammad Zarif Ahmad (Proprictor)

2. Zarin Gul (Branch Manager/Person
Present) M/s Pharmanet Distributor,
295 Near Modern Age School Supply
Abbottabad.

3. Junaid Rashid (Warrantor)
4. Muhammad Usman (Regulatory

Manager) M /s Pacific Phermaccuticals
Liznited, 30th Km Multan Road Lahore
S. Managing Director
6. Humaira Saddique (Quality
Compliance Manager) M/s Reckitt
Benckier Pakistan Limited F-18 SITE
Karachi.

[ Susp. Crafilm

120 mi

Batch No.
011604M
Gaviscon
Advance Liquid
Batch No.
7115

Batch No.

7113

| Sale/Stock of Sub- [

Standard Drug Section
23(1j(a)(v) of the Drug
Act 1976.

{ The NIH, Islamabad test report in {he instan
placed before the Board. NiH, Islamabad declared
substandard. After threadbare discussion,
made the following

as

Decision: The test reports of NIH, Islamabad to
Drug Inspector concerned for prosccution in Drug
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To

The Provincial Drug inspector
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Y Km. Multan Road, Laho‘e PO Box 399, Lahore, Pakistan.
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AR. AGIB ALI SHAN 5’3
(PROVINCIAL DRUG INSPECTOR) ’?
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