CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[Ipoaykt: LeTpyH, Ta0I€TKH, IOKPHITHIE MIEHOUHOM 060m0uKoit, 10 Mr

Batch No / B2402840 Batch Quantity / : 955KG/
Cepus Ne O6neM cepun 955 KT
Analytical Report No / : 2002FP24002226 Date of Analysis / : 11-09-2024
AHanutyyeckui otyet No [Jara aHanusa

Date of Manufacture / 08/2024 Date of Expiry / . 07/2027
JlaTta npousBocTBa T'onen no

Analysis performed according ND / Ananu3s nposenen no HJI: II N013283/01-130723

Ne

Test / [Toka3arenn

Result / PesyarsTartsl

Specification / Hopma

Uncontrolled Copy

1

Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ KpyTible JBOSKOBBINYKIIBIE
Tab1eTKH, MOKPHITHIE NIEHOYHOU
obonoukoii 6enoro BeTa, ¢ pUCKOH
Ha oHOH cTopoHe. Ha nonepeynom
paspeze 4apo 6en1oro LBeTa.

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. / Kpyrmsle ABOSKOBBITYKIIBIE
TaOJeTKH, TIOKPBITEIE IIEHOYHOH
obojyoukoif Oejoro MM TOYTH Oesoro
LBeTa, ¢ PHUCKOM Ha OgHOH cropoHe. Ha
MOMEepeYHOM paspe3e sfApo OT Oenoro mo
noutu 6enoro uBeTa.

Remarks : The Product confirms to ND/
IIpumevanue: [TpogykT cooTBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

IIponyxr: LHerpun, TabNeTKU, NOKPHIThIE IJICHOUHOH 060104K0H, 10 Mr

Batch No / : B2402840 Batch Quantity / : 955KG/
Cepust Ne Ob6wem cepuu 955 KI'
Analytical Report No / 1 2002FP24002226 Date of Analysis / ¢ 11-09-2024
AHanuTH4eCKui oTyeT No JlaTta aHanu3a

Date of Manufacture / . 08/2024 Date of Expiry / :07/2027
Jlara npon3BoacTea T'onen no

Analysis performed according ND / Auanus nposenen no HJI: IT N013283/01-130723

2 | Identification. Cetirizine / Ilopaunsocts. IleTupuzun

1. HPLC/B3XX

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

CootBeTcTBYET TPEOOBAHUIM 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"). / BpeMmsa ynepxxupaHus
OCHOBHOTO [HMKA Ha XPOMaToOrpamme
HCIIBITYEMOTO pactopa TOJDKHO
COOTBETCTBOB&TH BPEMEHH YAEPKHBAHUA
OCHOBHOI'O IHKA Ha  XpOMaTorpaMme
pacTBopa CTaHJAPTHOTO obpazua
LEeTHPH3UHA THApOXJIOpHIa (pasmen
«KonnyecTBenHoe onpeneeHue»).

2. UV spectrophotometry /

Complies as prescribed / The UV-spectrum of the test solution and

Y®-cnexrpopoTomeTpust CooTBeTCTBYET TpebOBaHUAM 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. / V®-cmekTpsl
TIOTJIONIEHUS HCIBITYEMOrO pacTBOpa H
pacTeopa CTAHJAPTHOTO oGpasna
IEeTUPU3UHA THAPOXJIOpHAa B 0o0yNacTu ot
200 mo 400 HM JOJKHBI UMETH MAKCUMYMBI
MOTJIONIEHHS TIPH OJHOW M TOW Ke HAJNHHE
BOJIHBI C MAOIYCTUMEBEIM OTKIOHEHHEM *+ 2
HM.

3 | Water / Bona

3.4% wiw / 3,4% Not more than 8.0 % / He 6onee 8,0 %

4 | Uniformity of dosage units /
OaHopoaHoCTh
A03UPOBAHUS

3.1/31 Acceptance value (AV) should be not more

than 15.0 / Ilokasatens mNpUEMIEMOCTH
(AV) momxen OvITH He Oonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykT cooTBeTCTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
IIpomyxt: IleTpun, TabaeTKy, NOKPBITEIE IULICHOYHOU 000104KO#, 10 Mr

Batch No / B2402840 Batch Quantity / : 955KG/
Cepus Ne O6peM cepun 955 KI'
Analytical Report No / : 2002FP24002226 Date of Analysis / 11-09-2024
Anxanuruyeckui otyeT Ne Jara ananusa

Date of Manufacture / 08/2024 Date of Expiry / 07/2027
Jara npousBoacTaa Tonex no '

Analysis performed according ND / Ananmus nposenen no HII: IT1 N013283/01-130723

—

5 | Dissolution / PactBopeHue Unit-1/ Ta6um.-1 100% Not less than 80% (Q) of the labeled amount
— = Py of C2|H25CIN203'2HC1 (CetiriZine
St e o e dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6m.-3 100% 80 % (Q) OT HOMHHAJIBHOTO COJEpKAHMs
Unit-4 / Ta6u.-4 100% C21H25C]N203'2HC1 (HeTHpH3HHa
JUTUAPOXIIOpUA) Yepe3 30 MuH.
Unit-5 / Ta6n.-5 99%
Unit-6 / Tabn.-6 102%
6 |Related Impurities by HPLC/

PoacTBeHHBIE MPUMeECH

Impurity A / Ilpumecs A

Impurity B / [Ipumecs B

Impurity C / IIpumecs C

Impurity D / I[Ipumecs D

Impurity E / [Ipumecs E

Impurity F / IIpumecs F

Any individual unidentified
impurity / Jlrobas enuHU9HAas
HEHJCHTHOUIMPOBaHHAS
NpUMECh

Not detected / He obHapyxeHa

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

Not detected / He oOHapyxeHa

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

Not detected / He o6Hapyxena

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

Not detected / He oOHapyxeHa

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

0.04% / 0,04%

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

Less than Limit of Detection (LOD =

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

0.015%) / Hwxe npenena
obnapyxerus (I1O = 0,015%)

0.06% / 0,06%

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

Total impurities /
CyMmma npuMeceit

0.1%/0,1%

Not more than 2.0 % / He 6oxee 2,0 %

Assay / KosinyecTBeHHOE
onpegenenue

10.03 mg /10,03 mr
100.3% / 100,3%

Not less than 9.0 mg and not more than 11.0
mg C,;H,5CIN,0O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr no 11,0 Mr
C,H55CIN,O5-2HCI (nerupusnHa
nuruapoxiopun) B tabnerke (ot 90 % mo
110 % OoT HOMUHAJILHOTO COAEPKAHUSA).

Remarks : The Product confirms to ND/
Ipumeyanue: [IpoaykT cooTBeTcTBYET TpeGopanmam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

ITponykr: IleTpuH, TabIeTKY, MOKPBITHIE [IJICHOYHOH 000104KOi, 10 Mr

Batch No / B2402840 Batch Quantity / : 955KG/
Cepus Ne O0beMm cepuu 955 KT’
Analytical Report No / 1 2002FP24002226 Date of Analysis / 11-09-2024
Amnanurudeckuii otyeT No ara aHanu3sa

Date of Manufacture / 08/2024 Date of Expiry / 07/2027
Jlara npou3BoacTBa T'oaen no

Analysis performed according ND / Ananus npoeezned no HJI; TI N013283/01-130723

8 | Subdivision of tablets /
OnHopoaHOCTL Macc MPH
JeJlleHUH TadIeToK

Complies as prescribed /
CooTBeTCcTBYET TpeOOBAHUAM

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. /
TabneTku COOTBETCTBYIOT TpeOOBaHUSAM,
ecid He Oosmee 1 eguHW4YHAS —Macca
OTKJIOHseTCs 3a mpenenst 85 % - 115 % ot
cpenHeit MAcCHIL. Tabrerku He
COOTBETCTBYIOT TpeOoBaHUAM, ecnu Oolee
yeMm | MHOUBHIYATBEHAS Macca OTKJIOHAETCS
OT O9TUX IpeAenoB uiy, ecau |
WHOMBHAyanbHas Macca OTKIOHAETCH 3a
npenesl 75 % - 125 % ot cpenHel Macchl.

9 |Microbiological purity* / Mukpo6uoJjiorudeckas yucrora*®

a) Total Aerobic Microbial
Count / O6uiee uncio
a’poOHBIX MUKPOOPraHU3MOB

Not Applicable

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O61uee 1ncno He 6onee 100 KOE/r
JPOXOKEBEIX U IJIECHEBBIX

rpuboB

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

OtcyrctBHE B 1 T

Remarks : The Product confirms to ND/
IIpumeyanue: ITpogykr cooTBeTcTBYET TpeboBaHmsaM HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
ponyxr: LleTpuH, TaONneTKH, NOKPLIThIE MIICHOUHOH 06010uKO0#, 10 Mr

Batch No / B2402840 Batch Quantity / : 955KG/
Cepust Ne O0beM cepun 955 KT’
Analytical Report No / : 2002FP24002226 Date of Analysis / 11-09-2024
Ananutudeckuil otaer Ne Jara ananuza

Date of Manufacture / 08/2024 Date of Expiry / 07/2027
Hara npon3Boactea I'onen go

Analysis performed according ND / Ananus nposezen no HJI: TT N013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 Dblisters and patient
information leaflet in a carton. / Ilo
10 TabieToK B
MIBX/IIBJIX//antoMuHHEBOM
6auctepe. Ilo 2 Gnucrepa BMecTe ¢
HHCTpYKLHMEH 10  IPHMEHEHHIO
YIaKOBaHBI B [TA4YKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnetok B
[IBX/TIBJIX//amomunueBoM Gmuctepe. Ilo
2 unu 3 6aucTepa BMeCTe C MHCTPYKLUEH no
OPMMEHEHHWIO  YNAaKOBaHBl B [1a4Ky
KapTOHHYIO.

Uncontrolled Copy

11 | Labeling / Mapkupogka According to ND / B cootBetcTBru ¢ HJL

12 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Boiute 25 °C.
Xpanenue

13 | Shelf life / Cpox roaHocTH 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 / [Ipoeodumcs npousgooumenem npu eblnycke REPUOOUNECKU: 0TS
Kaxcoot 20-o cepuu unu He menee 1 pasa ¢ 200. Hoxazamens modcem 6oime He gxmouer ¢ Cepmugpuxam

ananu3a upmol.

Remarks : The Product confirms to ND/
ITpumeuanne: Mpoxykt cooTBeTCcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmrouenue: OJIOBPEHO
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Printed By: Prashanth Voladri
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ELECTRONIC SIGNATURES
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