MANUFACTURER: [Inimed ito labs  Dehsadun LICENCING AUTHORITY: FDA

LICENCE NO.: Nluﬂ( LL|2016 MAN/NDC No.:NA

PRODUCT NAME: § n'ﬂoi:-o -loo CODENO.: 3200767

STREN(:TIltgf{%':{]':ae; et gp ""h 2 dunedit PACKSIZE  YpXxloxXV

PACKING BATCHNUMBER: Ny1921% MANUFACTURING BATCH NUMBER: Ny20268
MANUFACTURING DATE: JUN-22 EXPIRY DATE: MAY 25

NAME OF AP MANUFACTURER: fa kxhi + Dugs: BATCH SIZE: Y-Solac

DISPATCH QUANTITY: [lo Yoe Xy “Ta by

EXPORT ORDER NO.: Domartic
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UNI MEDICOLABS ...

sactory Plot No. 21200 , ; , .
Factor! 0. 21 e Pharmacity, Selaqui Dehradun-248011 (Uttarakhand).
Ph.: 0135-2698706, Fax: 0135-2698707

CERTIFICATE OF REVIEW FOR COMPLIANCE
TO SPECIFICATION AND CODE OF GMP

b) Validation sample: HA

YIELD OF BATCH: _ 9B:S¢ %

(STD. Limit in %: 95-5c =l 0'00 '/+ )

THIS IS TO CERTIFY THAT THE BATCH DOCUMENTS HAVE BEEN REVIEWED BY QUALITY ASSURANCE
PERSONNEL AND FOUND TO BE ACCEPTABLE TO PERMIT RELEASE FROM MANUFACTURER.

Document and processes review has assured that:

formulation of the above batch for which registration has been approved (Current

No change has occurred in the
grade and test methods of starting material used in this batch.

BMR BPR). This includes the quality,
h step wise process from dispensing of raw material to final dosage form including in
d limit, has been followed. The results of tests and records so
specified limit and that they show no errors, omissions or

The documentation of eac
process and final product testing 1o specifie
documented have been compared to predetermined and

anomalies

No deviations/OOT has occurred from predetermined tolerance for product yield and material rceonctliation at
each stage of process.Or with deviations/OOT assessed as having no effect on the quality of the finished product.

Details of any such deviations are appended.

h finished product specification requirement in all respects.
"

ations have been carried out in accordance with the requirements ull‘ the country code of GMP (Schedule M /
Opcer(;:ET;P ,—'d'\l‘;JA /MCC / USFDA / MHRA / EU GMP) or to the requircments of the equivalent Authority in the

country of manufacturcr.

Finished dosage form complies wit

Reserve sample and complete records of testing are maintained and may he made available in case of any
(= LY -
untoward medical reaction.

b8 ation X rk v if Yes ;
Applicability of 00S 00T . Deviation \J (mark v if Yes and X for Not applicable )

- [}
Comments, if any: MLT Batrh
Signature: e
g _ =
LmaA

Name:gq’ch“,"&‘
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'UNI MEDICOLABS, DEHRADUN
QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS

LABRS __ FINISHED PRODUCT

Producl Name: Sllagra- 100 L

Generic Name* | (Sildenaﬁl (‘itrute Tablets IP) _ .

Product Code 32007671 - A R. _Nq_ . GIFP220232

BatchNo.: [ N420275 - Pack Size/Type: 10x 04 Tablets

Batch Size: la5LAC Date of Sampling: 11/06/2022

_]\_ﬂ'g Date: _| JUN 22 o Sample Quantity: 148 Tablets

| Exp. Date: | MAY 25 Sampled By: Ankit

Specification No | l__Q}S_ 32021904, Version No:01 Mfg. Lic. No.: 74/UAJ/LL/2016

STP No.: 1035-32021904, Version No:01 Analysis initiated on: | 13/06/2022

| Manufacturer: UNI MEDICOLABS Release Date: 29/06/2022
S.No TEST SPECIFICATION RESULTS
1. Description Violet coloured, Oval shaped, biconvex | Violet coloured, Oval shaped,
film coated tablets with deep score line | biconvex film coated tablets with
on one side and plain on the other side. deep score line on one side and
plain on the other side.
Zi Average weight Not less than 0.347 g :
Not more than 0.383g. (0.365+ 5%) 0.360 g
3. Uniformity of weight Not more than two of the individual | Complies
weights deviate from the average weight | (- 1.20 % to + 1.20 %)
by more than + 5.0% of the average
weight and none deviate by more than +
10.0%

4. Identification In the assay, The principal peak in the | In the assay, The principal peak
(By High Performance | chromatogram obtained with the test |in the chromatogram obtained
Liquid solution corresponds to the peak in the | with the test solution corresponds
Chromatography) chromatogram  obtained  with  the | to the peak in the chromatogram

reference solution obtained with the reference
solution

5 Dissolution Stage | No | Acceptance Criteria

Te

ste

d
S 6 | Each unit is not less than 101%,101%,100 %,101%,102%,
70 %(D) +5% which is
equivalent to 75% of the 102%  Average:101 %
labeled claim released in
30 minutes.
R Prepared Checked By Appmved By

Signature (s G u _,_%,,:F

Date 29\06)| v~ 2R vt s [29]o6)3031

Name Aadesh Kumar Gurunam Singh Naveen Benjwal

| Designation Sr. Executive Asst, Manager Dy. Manager
Department Quality Control Quality Control Quality Control
Format No.: CQC/004/S/F04-00
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UNI MEDICOLABS, DEHRADUN
QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS

| L ABS FINISHED PRODUCT
Product Name: Silagra- 100 -
Generic Name: | (Sildenafil Citrate Tablets IP)
 Product Code: 32007671 A.R. No. : GIFP220232
| Batch No.: N420275 Pack Size/Type: 10x 04 Tablets
 Batch Size: 45 LAC Date of Sampling: 11/06/2022
_ Mfg. Date: JUN.22 Sample Quantity: 148 Tablets
Exp. Date: MAY 25 Sampled By: Ankit
Specification No.: | 1035-32021904,Version No:01 Mfg. Lic. No.: 74/UA/LL/2016
STP No.: 1035-32021904, Version No:01 Analysis initiated on: | 13/06/2022
Manufacturer: UNI MEDICOLABS Release Date: 29/06/2022
S.No TEST SPECIFICATION RESULTS
Sz 6 | If any unit fails to meet the
S) acceptance criteria the
test must be repeated on an
additional 6 units and the
following S, condition | Not Applicable
must be met. -
S, stage- Average of 12
Condition I | units(S;+S;) is equal to or
greater than 70%(D)
S, stage- No unit is less than 55 %
Condition II | (D-15%)
S; |12 If any unit fails to meet the
_ S, acceptance criteria the
test must be repeated on an | Not Applicable
additional 12 units and the
following S; condition
must be met.
S; stage- Average of 24 units(S;+S;
ConditionI |+ S3) is equal to or greater
than 70%(D)
S; stage- Not more than 2 units are
Condition II | less than 55% (D-15%) Not Applicable
S; stage- No unit is less than 45%
Condition | (D-25%)
11
Prepared Checked By Approved By
Signature O OV
Date M‘,’G'WW f)ﬁlu&h.ow ‘M}Oﬁ}!ﬂw
Name Aadesh Kumar Gurunam Singh Naveen Benjwal
?uignation Sr. Executive Asst. Manager Dy. Manager
IE-,pm-ummt Quality Control Quality Control Quality Control
Page2 of 3
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[ UNI MEDICOLABS, DEHRADUN
QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS
L ABS FINISHED PRODUCT
Product Name: Silagra- 100
:generic Name: (Sildenafil Citrate Tablets IP)
Product Code: 32007671 A.R. No. : GIFP220232
Batch No.: N420275 Pack Size/Type: 10x 04 Tablets
Batch Size: 4.5 LAC Date of Sampling: 11/06/2022
Mfg. Date: JUN.22 Sample Quantity: 148 Tablets
Exp. Date: MAY 25 Sampled By: Ankit
Specification No.: | 1035-32021904,Version No:01 Mfg. Lic. No.: 74/UA/LL/2016
STP No.: 1035-32021904, Version No:01 Analysis initiated on: | 13/06/2022
Manufacturer: UNI MEDICOLABS Release Date: 29/06/2022
S.No TEST SPECIFICATION RESULTS
6. Related Substances
(By High Performance Liquid Chromatography)
Single maximum Not more than 0.80% BDL
unknown impurity
N-Oxide impurity Not more than 1.0% NOT DETECTED
Total impurities Not more than 2.0% BDL
g Assay : (By HPLC)
Content of
Sildenafil Citrate Not less than 90.0 mg and Not more than | 98.8 mg
(C23H33N6O118) is 110.0 mg per tablet
equivalent to Sildenafil | (Not less than 90.0% and Not more than | 98.8 %
in mg per tablet 110.0% of the labeled claim)
8. Microbial enumeration tests
(i)Total Aerobic Not more than 10° cfu per gm <10 Cfu per gm
microbial count
(ii)Total combined Not more than 107 cfu per gm <10 Cfu per gm
yeast and moulds
Test for specified
microorganism
L Escherichia coli Should be absentperg Absent/g

~"
Remarks: Product complies / does-not-eompl
above tests as per specification no. 1035-32021

y with the prescribed standard of quality with respect to
904, 1035-32021904-01 version no.0l1.

Format No.: CQC/004/S/F04-00

Abheome
Fcete ™ Prepared Checked By Approyed By
Signature .3 Gw vy
Date 29 [06/ 10 A | 08) 20 ‘99t 3o
Name Aadesh Kumar Gurunam Singh Naveen Benjwal
Designation Sr. Executive Asst. Manager Dy. Manager
\iepartment Quality Control Quality Control Quality Control
Page 3 of 3



“? Each fiim-coated tabiat contains
Sildenahi Citrate iP equivalant to
m.&onm:_,:.:“........”..:...__oo:._n AL RO TR &

S W%hw.n_ﬂ_mm wzmmﬁﬁ _mmoxmmm“m Warning: To be sold by eatall on ths pressagtion| << 707,

& i : of a Urologisi/Psyciialrist Endactifotagisl/ - | = L (>4 7

Erythrosine & Lake Ponceau 4R | W ’
e g e, ma ISUVABEr010grst.only. v/ . i L /NN
o ® Registerad Trademark Dermaolog Lk S LALNL > @x° piais: ) \

Mfd. by CiPLA LT~ M.L. 74/UA/LLI20N B 7 7 7 % “21076666

L

= O-U—ﬂ Plot No. 21-22/Pharmacity, Selaqui, Dehradun™ 248-011, titarakhand.
‘ RV v I AVEVAVAVE Y
A A PP A AVITEE Y
FNE S\ s, N a 5 urx,
VA R r \\\\\
= mx 5 ' o — n.\ > \.- . A
. " Sildenafil Citrate Tablets [P~ Z5% ey
- . ® _ Dosage: As diracted by the Phgsician -« - 120 “u._._ ,
= Silagra-100 Store below 30°C. Protegrijom moisture. O o
l..ﬂ... Py & . Keep away from childrer .” " N\ &
= fEETIE g0 ; S
Eacr film-coated tablet contains 2 - g :
Sadenaid Citrate IF eguivalent to ¢ B\M 3 M‘Q\
a\m._‘w:_uo,ﬁﬁ AR e I GG : FRALRIRLNLD o0
Cooxs: Thanium Dioride (P - ; r e
o R Fr - 1#arning: To be sold by retall on the prescription
T ..m.swam yidigo MﬁB.:M@Wﬂx@ 4R iofa CSSQm:vmwozmimzm:amg:ohoog _
rrNosiNe &1.pie Porceay DermatologisyVenorologist only
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Location: Jn; Midicaulaba De haadln odlothe22 Vikhroli
Suhoa-u'ln ¢ PACK STOCK INSPECTION CHECKLIST (Blister/Strip/Containers) Tablets/ Hard gelatin/ Soft gelatin Capsules
Previcus Product Name ' Previous Batch No* NY2014S Line No. [
Proguct Name g —loo  Batch No: NY202)¢ Mfg. Date: Exp. Date MRV 2 ¢
EXPORT/LOCAL: local Date of Inspection. from 2/]elRe2: 10 22/sk/tm s
Sr. Defects l__ _ ~____Shipper No. ]
o L ol ot Jox [ ur [ g8 fas | ray- | 28y 215 276 |
__1. . Shipper Top/Bottom taping ok | ok | ok nk ok ok | ok ok | ok |
2. Shipper Overprinting/Labeling ol | ok | ok oK T[ - o | ok | ok | ok |
3 Shipper Fill Value Moxfox [Yoxfexy |Yoxfogy |4e*T1oXu [LsxeVy o Xiw oy | LnKiry YeXleTy Goxiowy |
4| Packer Name "~ lkoandi [Knawdi [Kaandi [Komadi [Kowndd | |Kaju € |kafal f-jt? kayal ]
_ 5 Bundiing/Pouch Qualty NA | NA L NR mp | mA | NA | me [ NP M M
5. _ Ouler Carfon overprinting/container label | ok | ok | OK ok | ek | ok ok | ek ofc, ok |
7. Inner carton/ container label Overprinting ok | ok | ok ok | ok ok ok | ok ontl fome ]
a8 Cracked tablets/Half tablet M L M| ML Nl ARl Nit MNil L pdl mil il |
3. Deformed capsules/Capsules withoutid | vA | vA | VA L N6 L N MA M [ N9 NA LN
10  Blister & Strip | K | ok | ak |
__ Overprinting/Smudging/Embossing or| or |ok | ok | o ok | i : ot .:( |
11 Missing units/Extra Units in Blister or Strip | (il M4/ ML &ll"n Nit ____ml_ ) J;!'_ P::AF c:‘ll;._hi:ﬂ .
12 Missing leafleVEnclosures __ Iva | we | NMA R R 5 T e it
13 Broken Tablet/Capsule | L im gy | onit 1M i _.l_ : T__h‘!l. | Ml
14  Black Spot/ Black Particle and Extraneous | , At | il Nt A N Al el
matter in pocket/Powder in pocket ML i N : . R N E T TR
s Chipping/Picki : ; ] Ni( T pul L Nl NI il
15  Chipping/Picing | N M’é NI L _:'El‘__%’?i G IR A
16 Brittie/Dented/Telescopic capsules MR iN- L NA__ L i al i 4 LA it 1
| 17 Buster/Sirio wrinkles/ mproper knuring | Avid  Nd LML : ! R L
! L B Y YN Mil Wil pul N LI G o
T — — T L A N MU N N it
:I 19 - ther -5 e = " ‘ s g o ! B U prl | N;l i ._ L JL_J
|20, Total Dofects_______ "___'—'_*_—_NJJ LT e <N| 3-:4‘:. %tln s 3G '-?'J;?ur:'{h?-wfu 2-Uo |
I i o shipper after in tion 12 for 3895 Jues” |23 o 10 LS SeA S L {
[ 21" Shipper waight of esch shipper SRS L= TN ! Nid Al Al it mr! B T il
| 22 _ Total Replaced Units M M fl L Trebr S | Yadumde ﬁEoJ-TM gﬂqhﬁ:&u d""‘“’f |
| 23 Done By Ak Ml AndE G ! = e e i ey
e e ——— |C:~ | — —r e e 1 =
[ 24 'CheckedBy e —
(For export mention the export order no.) 2 ‘L
Total Shippers Packed in Batch: 5 Certified By’ 31922 Rechecked By: JaleeleLt
Total Shipper Checked in Baich’ {Packing Officer) —-—-——(0_ A Officer) . E Eame
Action Plan for Defects: o “;:.hztb
Fal

Corrective and Preventive Action:

M~NA
—_an _
- I Checkdist as Annexure
[For details CAPA attach separate shoet with pack Stock f&“}f oy 7{%3‘,3'“ et
Approved By:

Decision for further pack stock inspection:

—_—

Q/M’Qq okl o =

(Unit Quality Assurance Head)

(CQA-313(F112)
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