Uncontrolled Copy

CEPTUDUKAT AHAJIN3A

CERTIFICATE OF ANALYSIS

[ Product : Cetrine film-coated tablets 10 mg

Ipoayxrt: IleTpuH, Ta6IETKH, DOKPBITEIC IIeHOYHOH 060104Ko#, 10 Mr

coated tablets with a break line on
one side. White core on cross section.
/ KpyTibie TBOSIKOBBIITYKITBIE
TabIeTKH, MOKPHITHIE INEHOYHON
000JI04KO# OerIoro 1BeTa, C pUCKON
Ha ofiHOH cTopoHe. Ha monepeynom
paspese sapo 6enoro mnpera.

Batch No / B2402246 Batch Quantity / : 955KG/
Cepust Ne O6vem cepun 955 KT
Analytical Report No / 2002FP24001849 Date of Analysis / 29-07-2024
Ananutnuecknii oTyeT No Jara aHanuza
Date of Manufacture / 07/2024 Date of Expiry / 06/2027
JlaTa npon3BoacTBa Tozmen 1o
Analysis performed according ND / Ananus nposened no HJI: II N013283/01-130723
Ne Test / [Tokazatennb Result / PesyapTaTsl Specification / Hopma
1 | Description / Onucanue White colored, round, biconvex film- | White or off-white colored, round, biconvex

film-coated tablets with a break line on one

side. White to off-white core on cross
section. / Kpyriaele ABOSKOBBIITYKIIbIE
TabIeTKH, TIOKPBITHIE TIEHOYHOMH

000JI04kOi Oenoro WM IOYTH Oejoro
1BeTa, C PHUCKOH Ha oxHOM cropoHe. Ha
[IOTIEpEYHOM paspese sAApo OT Oenoro a0
MOYTH OeNIoro UBETA.

Remarks : The Product confirms to ND/

IIpumeuanne: I[Ipoaykr coorBercTByeT Tpeboanmam HJI

Conclusion : APPROVED /
3axmouyenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[Mponyxr: IleTpun, TabJIETKU, MOKPHITHIE IIEHOYHOH 060m04YKO0i, 10 Mr

Batch No / : B2402246 Batch Quantity / 1 955KG/
Cepus Ne O06beM cepun 955 KI'
Analytical Report No / . 2002FP24001849 Date of Analysis / ¢ 29-07-2024
AnanuTuyeckui oTyeT No JlaTa aHanu3za
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027

aTa MPOM3BOACTBA Tonen no

Analysis performed according ND / Ananus nposenen no HJT: ITN013283/01-130723

2 | Identification. Cetirizine / IloqaunHocTh. IleTHpU3MH

1. HPLC/B3XX

Complies as prescribed / The retention time of the main peak in the

CooTBeTCcTBYET TPeOOBAHUAM chromatogram of test solution should

comply with the retention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpemsa ynepxkuBaHUA
OCHOBHOTO MHMKa HAa  XpOMaTorpamMMe
HCIILITYEMOTO pacTBOpa JIOJIKHO
COOTBETCTBOBAaTH BPEMEHH YAEPXKHUBAHUA
OCHOBHOTO IHKa Ha  XpOMaTorpamMMe

pacTtBopa CTaHAPTHOTO obpasrma
LEeTHPHU3UHA THIPOXJIOPUAA (pasmen
«KonnuecTBeHHOE ONpeICIICHIEY).
2. UV spectrophotometry / Complies as prescribed / The UV-spectrum of the test solution and
Y®-cniexktpopoToMeTpus CooTBeTCTBYET TPEOOBAHUAM the Cetirizine Hydrochloride reference

standard solution in the range 200 nm to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of +2 nm. / VY®-crnexTpH
MOTJIONIEHHs HCIBITYeMOI'0 pacTBopa H
pacTBOpa CTaHIAPTHOTO obpasma
[ETHPH3WHA THAPOXJIOpHAA B 00IacTH OT
200 mo 400 HM [OKHBEI UMETH MaKCHMYMBI
TIOTJIOIIECHUST TMPH OJHOM W TOM Xe IJIMHE
BOJIHEI ¢ HOIYCTHMBIM OTKJIOHCHHEM + 2

HM.
3 | Water / Boaga 2.9% wiw Not more than 8.0 % / He 6onee 8,0 %
4 | Uniformity of dosage units / 29/29 Acceptance value (AV) should be not more

OnHopoaHOCTB
A03HPOBaHUA

than 15.0 / IlokaszaTenms TIPHEMIEMOCTH
(AV) momxen ObITh He fonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanmsim HIT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
IIpoaykt: LeTpus, Ta6NeTKH, MOKPBITHIE MACHOYHON 0001049K0H, 10 Mr

Batch No / B2402246 Batch Quantity / : 955KG/
Cepust Ne O06neMm cepuu 955 KI'
Analytical Report No / 2002FP24001849 Date of Analysis / 29-07-2024
Anamutiueckuit otder No Jara aHanu3za
Date of Manufacture / 07/2024 Date of Expiry / 06/2027

aTa IPOU3BOACTBA ToaeH no

Analysis performed according ND / Ananus nposeaen mo HJT: ITT N013283/01-130723

5

Dissolution / PacTBopenue

Unit-1 / Ta6m.-1 98%
Unit-2 / Tabmn.-2 99%
Unit-3 / Ta6m.-3 98%
Unit-4 / Tabmn.-4 97%
Unit-5 / Ta6n.-5 101%
Unit-6 / Tabn.-6 98%

Not less than 80% (Q) of the labeled amount
of C21H25C1N203 -2HC1 (cetirizine
dihydrochloride) after 30 min. / He Mmence
80 % (Q) OT HOMHMHATBHOIO COHepKaHUS
C,H,5sCIN,O5-2HC1 (netupuzuHa
auruapoxiaopun) depes 30 MuH.

Related Impurities by HPLC/
PoacTBeHHBIe IPUMecH

Impurity A / Ilpumecs A

Impurity B / IIpumecs B

Impurity C / IIpumecs C

Impurity D / Ilpumecs D

Impurity E / [Ipumecs E

Impurity F / IIpumecs F

Any individual unidentified
impurity / Jlrobast enuHHYHAs
HEUACSHTHGHIIHPOBaHHAS
OpUMECH

Less than Limit of Detection (LOD =
0.005%) / Huxe npenena
obnapyxenus (I10 = 0,005%)

0.01%/0,01%
Not detected / He oOHapy>keHa
Not detected / He obnapyxeHa
0.03%/0,03%

Less than Limit of Detection (LOD =
0.015%) / Huxe npenena
obHapyxenus (I10 = 0,015%)

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

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

Not more than 0.2 % / He 6oxnee 0,2 %

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

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

Not more than 0.2 % / He 6oixee 0,2 %

Not more than 0.2 % / He 6omnee 0,2 %

0.08% /0,08%
Total impurities / 0.2%7/0,2% Not more than 2.0 % / He 6onee 2,0 %
CymMmmMa npuMecet
7 | Assay/ KoauuecTBeHHOE 10.07 mg/ 10,07 mMr Not less than 9.0 mg and not more than 11.0

OIIpeaeIeHHE

100.7% / 100,7%

mg Cz i H25C 1N203 -2HCl (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr go 11,0 mr
C,1H,5CIN,0;-2HCI (uerupmsuHa
aurpapoxiaopun) B tabnerke (ot 90 % mo
110 % OT HOMHUHAILHOT'O CONEPKAHU).

Remarks : The Product confirms to ND/
IIpumedanue: IIpoaykr cooTBeTcTBYET Tpeboranmsm HIT

Conclusion : APPROVED /
3axknouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Ipoaykr: Ierpun, TabNeTKH, IOKPLITHIE MIEHOYHOH 060104K0i, 10 Mr

Batch No / B2402246 Batch Quantity / : 955KG/
Cepus Ne O61eM cepun 955 KT’
Analytical Report No / 2002FP24001849 Date of Analysis / 29-07-2024
Anxamutyeckui otdet No Jlata aHanu3za

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
Jlata npou3BoACcTBA Tonen o

Analysis performed according ND / Asanus nposened no HJI: I1 N013283/01-130723

8 | Subdivision of tablets /
OmHOpPOTHOCTH Mace P
NeJIeHHH Ta0JeTOK

Complies as prescribed /
CoOTBETCTBYET TPEOOBAHMAM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TaOmeTKd COOTBETCTBYIOT TpeOOBaHUAM,
ecnu He ©Oomee | emuHWYHAsA Macca
OTKJIOHsETCA 3a mpenenst 85 % - 115 % ot
cpenHei MAaccCEHI. TabneTku HEe
COOTBETCTBYIOT TpeboBaHWAM, ecnu Goree
yeM | MHAMBMOYAIIbHAS Macca OTKIIOHSIETCS
OT OJTHX I[pemenoB wWimH, ecad 1
WHIMBUIOyadbHAas Macca OTKIOHAETCA 3a
npenenst 75 % - 125 % oT cpefHel MacchlL

9 |Microbiological purity* / MuxpoOuonorudeckas 4ucTora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Ob1ee uncio He 6omnee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6mee gucIo He Gonee 100 KOE/r
JIPONOKEBBIX U IIIECHEBBIX

rpuboB

¢) Escherichia Coli Not Applicable Shell be absentin 1 g/

OtcytcTBuEe B 1 T

Remarks : The Product confirms to ND/
Ipumeuanue: IIponykT cooTBeTcTBYET TpeboBanmaM HJL

Conclusion : APPROVED /
3axmoyenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
Iponyxt: IeTpus, TabNeTKU, MOKPLITHIE IUIEHOYHOH 000I0uK0’, 10 Mr

Batch No / B2402246 Batch Quantity / : 955KG/
Cepus Ne O6beM cepuu 955 KT
Analytical Report No / 2002FP24001849 Date of Analysis / 29-07-2024
Ananuthyeckuil orueT Ne Jara aHanuza

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
Jara npousBoacTea T'ogeH a0

Analysis performed according ND / Ananu3 nposenes no H/: IIN013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3  blisters and patient
information leaflet in a carton. / Ilo
10 TabIeTOK B
IBX/TIBJIX//anroMuHuEBOM
6mucrepe. [Io 3 Gmucrepa BMecTe ¢
VHCTPYKIMEH 1O  IPHUMEHEHHIO
YIIAKOBAHBI B TAYKy KAPTOHHYO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabmetox B
[IBX/TIBIX//amovmuureBoM Ommcrepe. 1Io
2 ynu 3 6aMcTepa BMECTE ¢ MHCTPYKIMEH 110
NPUMEHEHMIO  YNAKOBaHbl B IIAYKy
KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cootBerctevy ¢ H

12 | Storage conditions / At temperature below 25 °C. / ITpu temneparype ne Boie 25 °C.
Xpanenue

13 | Shelf life / Cpox roanocTn 3 years/3 rona

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / Ilposodumca npouszgodumenem npu yliycKe nepuooutecKku: ons
Kkaxcooti 20-oti cepuu unu we menee 1 pasa 6 200. [loxazamens modicem Gbimy e gxmoyen 6 Cepmugpuxam

ananusa upmuol.

Remarks : The Product confirms to ND/
Ipumeyanue: ITponykr cooTBeTCTBYET TpedosanmaM HJI

Conclusion : APPROVED /
3aknruenue: OJJOEPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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