CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Product Cetrine film coated tablets, 10 mg

IMpoaykTt LleTpus® TaGIeTKi, NOKPLITLIC NIEHOYHOI 00oowkon, 10 Mr

Batch No / B2202201 Batch Quantity / 1 687.600 KG/

| Cepus N B B O0bem napirun 687,600KT"
Analytical Report No / 2002FP22001446 Date of Analysis / 23-07-2022 o
| AHaInTHYeCKHI oTueT No JaTa anainsa

Date of Manufacture / 07/2022 Date of Expiry / 06/2025

JaTa Mpor3BoAcTBA
Analysis performed according ND / Ananus nposeaen mo HJ/: [T N013283/01-160919 (amend Ne 1 fro

12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 or 07.10.2021) ]

Toxen go

|
iz®|

Test / Tloxa3zaTenn

1 Description / Onucanme

pUcCKOi  Ha

aBeETAa,

2 Identification by HPLC/

Resmﬁealynmajbl
White coloured, round, biconvex film|White or off white coloured, round,
coated tablet with a breakline on one sidc.:\biconvcx film coated tablet with a
White core on a cross section. / Kpyrnuie breakline on one side. White to off-
NBOSKOBBLITYKIIbIE TaOJICTKH, TOKpPbLIThieWhite core on a Cross
nacHOuHON obosoukoii Gemoro npera, c|Kpyrible HBOSKOBBITYKIIBIC TaBIIETKH,
Ha|moxpsrTeie
— sapo Genorobenioro wnM modTH Oenoro usera, ¢

oJHOM
ToTepeyHoOM  paspese

CTOpOHE.

Specification / Hopma

section. /

NIEHOYHON  000JiouKoit
pvickoif Ha ofHOW cTopore. Ha
ronepevHOM paspese — Aapo ot Genoro
no nouTn 6e10ro LBETA.

Complies as plgcribed /

4 ‘Water / Bona

5 | Uniformity of dosage units
/ OmHOpOZHOCTH
{no3upoBanms

6.2/6,2

The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

Bpems ynepKMBaHHSL OCHOBHOTO
nHka Ha XpoMaTorpaMmMe
WCTILITYEMOT0  pacTBopa  IOJKHO
COOTBETCTBOBATH BpEMEHU
yIEpKUBAHHA OCHOBHOTO TWKa Ha
XpoMaTtorpaMmme pacTBopa
CTaHHapTHOTO obpasua LeTHpH3NHA
{ruopoxmopuia (pasnen
l«KONTHH4eCcTBEHHOE OTIPE/IEIICHAL)).

[ToMMHHOCTE CooTBeTCTBYET
|
3 A;/erage weight / Cpenrss 191.6mg / 191,6 mr
Macca

3.6% wiw/3,6%

:191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 185,3 Mr go
{196,7 mr)

Not more than 8.0% w/w /
He 6onee 8,0 %

The acceptance value (AV) should be
less than or equal to 15.0/
[TokazaTens npuemiieMoct (AV)
imomkeH OLITE He Gonee 15,0.

Remarks : The Product confirms to ND/
Mpameuanne: [IpooykT cooTBeTcTBYET Tpebosanusm HJJ

Conclusion : APPROVED /
Zaknouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

[Product Cetrine film coated tablets, 10 mg

Mpoykt Lletpyn® Tabierky, NOKpLITLIE MIeHoYHOMH 060104K0ii, 10 Mr

Batch No / B2202201 Batch Quantity / : 687.600 KG/
Cepun Ne Ofhem mapTHH 687,600 K[C
Analytical Report No / 2002FP22001446 Date of Analysis / 23-07-2022
AdaguTHueckii oruer No Jara ananusa

Date of Manufacture / 07/2022 Date of Expiry / 06/2025

JaTa npousBojacTsa Toaen g0

Analysis performed according ND / Ananms uposeaen no HJI: 11 N013283/01-160919 (amend Ne 1 from

Ne | Test/ Mokasareas

6 [ Dissolution / Pacteopenue

| Result / PesynpTathr -
98%, 96%, 100%, 95%, 100%, 96%

12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

| Specification / Hopma

|Not less than 80% (Q) of the
labeled amount of
C,,H,5sCIN,O;3-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He ™enec % (Q) or
HOMUHAIILHOTO cofepxkaHus
C,H,5CIN,O5-2HCI (ueTupusuna
qATHApoxJiopun) uepes 30 MuA.

80

7 Impurities by HPLC/
PoncTeeHHbIE TIPUMECH
LeTHPW3UHA

a) Impurity A /
npuMech A

b) Impurity B /
npuMecs B

c) Impurity C/
npumecs, C

d) Impurity D /
npumMeck D

e) Impurity E /
npuMecs E

f) Impurity F /
npuMecs F

l/ Job6as enunnvHas
[HeMIeHTHUITHPOBAHH
iast IpuMech

mpuMecei

g) Any unspecified impurity

[h) Total impurities / Cymma

Not detected / He oOHapyskeHa

INot detected / He 0OHapyxeHa

Not detected / He oOHapyxeHa

Not detected / He o6HapyskeHa

0.04% / 0,04%

Not detected / He oOHapyxena

0.07% /0,07%

0.1%/0,1%

@) Not more than 0.2 % / ue Gonee 0,2
%

b) Not more than 0.2 % / e 6onee 0,2
%

c) Not more than (0.2 % / ve Gomee (1,2
%

d) Not more than 0.2 % / He 6onee 0,2
‘%
e) Not more than 0.2 % / He dosee 0,2
Yo

f) Not more than 0.2 % / He Gonee 0,2
%

g) Not more than 0.2% /
He 6omee 0,2%

h) Not more than 2.0% /
He 6onee 2,0%

Remarks : The Product confirms to ND/
TIpumeuanue: [TpoxykT cooTeTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHU®UNKAT AHAJIN3A

Product : Cetrine film coated tablets, 10 mg
fpopykt  : Lerpun® 1adnerkit. HOKPLITHIE IEHOUHOH 000/104K0#, 10 MI
Batch No / B2202201 Batch Quantity / : 687.600 KG/
Cepun Ne O6Bem MapTHH 687,600 KT
Analytical Report No / 2002I'P22001446 Date of Analysis / 23-07-2022
AHATHTHYECKHIi oTUeT No Jara anannsa
Date of Manufacture / 07/2022 Date of Expiry / 06/2025
JlaTa npou3BOACTBA 1 ogen g0
Analysis performed according ND / Ananns nposexen mo HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm, Ne 2 ot 07.10.2021)
Ne __Tcst / TlokazaTenn | Result / Pe3yabTaTe - Specification / Hopma
8 Microbial limits /
Mukpobnonmornyeckas
yncToTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obmee unco Meree 10 KOE/T He 6onee 1000 KOE/r
a?’poOHBIX MHKPOOPraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He Goiree 100 KOE/r
mould count / O6uee yucno  [Menee 10 KOE/r
[IPOXOKEBBIX W TECHEBbIX
rpubos Shall be absent in 1g / Orcyrcrsne B 1
Absent in 1g / OtcytcTByeT B IT r J
¢) E. coli |
9 Assay / KonmaectBeHHOE 9.90 mg /9,90 mr Each film coated tablet contains nof
onpeneneHne |less than 9.0 mg and not more than 11.0
img  C,Hy;CIN,O3-2HC1  (cetirizine
dihydrochloride) per lablet / Or 9,0 mi
no 11,0 wmr  CsHysCIN,O;-2HCI
(ueTupu3MHa  AWTHUIPOXIOPUA) B
_ - rTabrneTke.
10 Package / Yrakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / [To 10 Tadnerox B leaflet in a carton. "In bulk" package:
[1BX/amromunnesom Gnucrepe. Tlo 10 blisters in a carton. 252 cartons in
2 GnucTepa BMECTE ¢ HHCTPYKUUEH no master catton.
MPUMEHEHUIO YTIaKOBAHBI B MaYKy / Tlo 10 Tabnetok B
KapTOHHYIO. [IBX/anomunuesom dnncrepe. [lo 2
miri 3 GrmcTepa BMecTe ©
WHCTPYKUMEH 10 TIPHM EHEHHIO
yNaKoBaHbl B [aUKy KapTOHHYTO.
Vnakoeka  "in-bulk": Tlo 10
GJICTEpPOB NIOMELLAIOT B KAPTOHHYIO
kopobxy. Ilo 252 xapTonnsle
KOpPOOKH MOMEIIAlOT B KapTOHHBIM
| Kopo0.
11 Labeling / MapxupoBka According to ND / B coorsercteum ¢ H/J
| |
R | Storage conditions / IAt temperature below 25 °C. / Ilpu remneparype ne soie 25 °C.
[Xpanenue
13 | Shelf life / CpOK TOAHOCTH 3 years /3 rona - -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumcuanne: lIpoaykr cootBercTRYeT Tpeboannam HJI 3akmouenue; OJIOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES Dr.Reddy's Q¢

B2202201
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h Document No. | QUA-FT02-1623
_Version _ 1.0, CURRENT Approved Date | 73_5y1-2022
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