Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHADHKAT AHAJIM3A

Product : Cetrine film coated tablets, 10 mg

Npoaykr : Tlerpnu® 1abaeTkn. HOKPHITHIC NIEHOUHOM 000J104K0i.10 Mr

Batch No / : B2302002 Batch Quantity / 687.600 KG/

Cepust Ne O0bem mapiuu 687,600 KT

Analytical Report No / 2002FP23001669 Date of Analysis / : 17-07-2023

AHaTaTHYECKMIi oTueT Ne JlaTa agajan3a

Date of Manutacture / 06/2023 Date of Expiry / 05/2026
aTa Nnpou3BOACTBA T'onen no

Analysis performed according ND / Anasns nposeaen mo HJL: I1N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 or 07.10.2021)

No Test / IlokazaTenb

Result / PesyabTaTnl

Specification / Hopma

| Description / Onucanue

MJICHOYHOI 060J1I0UKOH
puckolf Ha  OOHOM
[TOIIEpeuHOM ~paspese
L[BETA.

2 Identification by HPLC/
MoannHHOCTH

Complies as prescribed /
COOTBETCTBYET

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section, / Kpyrnsle
BOSKOBBINYK/bIE TaGNeTKH, MOKPbITbIE

oenoro usera, ¢
cropoHe. Ha
— sagpo 6enoro

White or off white coloured, round,
biconvex [ilm coated (ablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyrable ABOAKOBBINYKJIbIC TabaeTKH,
MOKpBITEIE  MUIGHOYHOM  060JI04YKOM
Benoro WM MOYTH O€loro IBera, ¢
puckoli Ha onxHOH crTopone. Ha
nornepevHoM paspese — sipo or 6enoro
0o nouTn Ges1oro LBeETa.

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). /

BpeMﬂ YAECPKUBAaHHUA OCHOBHOTI'O
MUuKa Ha Xpomarorpamme
UCMBLITYEMOrO  PacTBopa  J10JDKHO
ICOOTBETCTBOBATH BpPEMEHH
yACpPXKHBaHWA OCHOBHOIo rMnmvka Ha
XpomaTorpaMme pacTeopa
cTaHOapTHOTO 0Opasla LICTHPU3HHA
CUAPOXJIOPUIA (pazpen
«KOIMUECTBEHHOE ONPE/IEIEHHEN).,

3 Average weight / Cpegass
Macca

189.2mg / 189,2 mMr

191.0 mg +3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (or 1853 wmr ao
196.7 mr)

IIpumeuanue: [Ipogykr coorBeTcTBYeT TpeboparusaM HJ|

3akmouenue: OJJOBPEHO

4 Water / Bona 2.6% wiw /2,6% Not more than 8.0% w/w /
He 6onee 8.0 %

5 Uniformity of dosage units 4.1/4,1 The acceptance value (AV) should be
/ OAHOPOHOCTD less than or equal to 15.0 /
1031HPOBAHUS [Mokasarenb npuemiemoctu (AV)

moyken OBITE He Gomee 15.0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AITAJIM3A

Product

: Cetrine film coated tablets, 10 mg
Hpoaykr : [erpun® Tabnetkn, NOKpbIThiE NIEHOUHON 000104K0H,10 M

687.600 KG/

Batch No / B2302002 Batch Quantity /

Cepua No O6beM naprus 687.600 K

Analytical Report No / 2002FP23001669 Date of Analysis / 17-07-2023
AnaganTnuecknii otaet Ne JIaTa aHaIM3a

Date of Manufacture / 06/2023 Date of Expiry / 05/2026
Jara npon3BojcTBa TopeH no

Analysis performed according ND / Ananns nposegen no HJ/I: I1N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / nam. Ne 2 ot 07.10.2021)

g) Any unspecified impurity

JTrobas equHnuHas
HeMOeHTHHUIHPOBaHH
as1 IIPAMECE

h) Total impurities / Cymma
npumeceit

0.07% /0,07%

0.1%/0,1%

Ne Test / IlokazaTean Result / PesyabTaTtsl Specification / Hopma
0 Dissolution / PacTeopenne 97%, 96%, 95%, 99%, 99%, 97% Not less than 80% (Q) of the
labeled amount of
Coy H35C1N203 -2HCI (cetiri zine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMMHAJILHOIO CoaepKaHU
C21H25C1N203'2HC1 (ueTupuzuHa
iuruapoxsiopra) uepes 30 MuH.
7 Impurities by HPLC/ Less than Limit of Detection (LOD =
Poucreentbie lipumecu 0.005%) / Huxe npeaena obHapyxenus [a) Not more than 0.2 % / ne Gonee 0,2
[eTHPHU3HHA (ITO = 0,005%) (%o
a) Impurity A / 0.02% /0,02% b) Not more than 0.2 % / re 6onee 0,2
pHUMech A %
. Not detected / He oGnapyzxeHa
b) Impurity B / ¥ c) Not more than 0.2 % / ue 6onee 0,2
npumecs B %
c) Impurity C/ Less than LOQ (LOQ = 0.003%) / Huke .
npumecs C npeena KoJIWIeCTBEHHOTO OTIpeIeTICHUs 5]/) Not more than 0.2 % / ne 6onee 0,2
= 0 0
d) Impurity D/ (TKERE V0sg)
mpumecsk D 0.04% / 0.04% e) Not more than 0.2 % / He Gonee 0,2
) lo,
e) Impurity E / o
HRANECLE Not detected / He o6napyskena f) Not more than 0.2 % / ve 6onee 0,2
f) Impurity F / %
npumecs F

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

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

Remarks : The Product confirms to ND/
IIpumeuanune: [1pogykT coorBeTcTBYET TpebopanmsaM H/JJ

Conclusion : APPROVED /
3axaoyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIA

Product Cetrme film coated tablets, 10 mg
Mpoaykr @ ILlerpuu® TabacTku, NOKPITHIE NIEHOYHONH 0607104K0H, 10 MP
Batch No / B2302002 Batch Quantity / 687,600 KG/
Cepus Ne O0BemM napruu 687,600 KI" |
Analytical Report No / 2002FP23001669 Date of Analysis / : 17-07-2023
Anaaunrugecknii oryer Ne JlaTa ananunsa
Date of Manufacture / 06/2023 Date of Expiry / 05/2026
aTa NPON3BOACTRA T"ogen no

Analysis performed according ND / Auasms nposegen no H/L: [1N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 or 07.10.2021)

Result / PesyabTaThl

Specification / Hopma

No Test / ITokaszaTeb

8 Microbial limits /
Mukpoburonornyeckas
HMCTOTA

a) Total aerobic microbial
count / O61ee uucno
23pOGHBIX MHKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / O6uiee urcio
JJ,pO)K)KeBle U MJNICCHEBbLIX

Less than 10 CFU/g /
Meunee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than 100 CFU/g /
He 6osee 100 KOE/r

rpuGoB Shall be absent in 1g / Orcyrcreue B 1
Absent in 1g / OtcyTcTByeT B IT r
c) E. coli
0 Assay / KonnuecTBeHHOe 9.94 mg /9,94 mr Each film coated tablet contains nof|
onpeneneHue less than 9.0 mg and not more than 11.0

mg  CyHpsCIN,O3-2HCl  (cetirizing|
dihydrochloride) per tablet / Ot 9,0 Mrl

A0 11 ,0 mr C21H25C1N203 ' 2HC]
(ueTHpW3MHA  AWCMAPOXJIOpUA) B
L - TabJeTke.
10 Package / Ynaroeka 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. / TTo 10 TaGnerok 8 lcaflet in a carton. "In bulk" package:
[1BX/amomunueBoM 6uctepe. [1o 10 blisters in a carton. 252 cartons in
2 6aucTepa BMECTE C UHCTpYKUMeit Mo [master carton.
PUMCECHCHUIO YIIAKOBAHBI B ITAYKY Ilo 10 Tabnetox B
KapTOHHYIO. [MBX/antomunuerom 6auctepe. [To 2
\ unu 3 GnucTtepa BMECTe ©
MHCTPYKLKEH NO NPUMEHEHHKIO
yIIAKOBAHEI B MAYKy KAPTOHHYIO.
Vnakoska  "in-bulk": Tlo 10
GAKCTEPOB MOMEIAIOT B KAPTOHHYIO
kopoOky. [lo 252  kapToHHBIE
KOpOOKM MOMEWAKT B KAPLOHHBIA
KOpoO.
11 Labeling / MapkrpoBka According to ND / B coorsercreuu ¢ HJ
12 Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbiie 25 °C.
XpaHenue
3 Shelf life / Cpok ronnoctn 3 years /3 roaa

Remarks : The Product confirms to ND/
Hpumevanne: [IpogykT cooTBeTCTBYeT TpeOoBanusaM HJL

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 4

Printed Date & Time (IST):

18-07-2023 09:27:43



Uncontrolled Copy
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