Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product : Cetrine {ilm-coated tablets 10 mg

[poaykr: LleTpuH, TabneTin, noKpbIThIE NIEHOUHOI 06onoukoi, 10 mr

Batch No / - B2400408 Batch Quantity / : 955.000 KG/
Cepust No O6beM cepun 955,000 KI"
Analytical Report No / - 2002FP24000373 Date of Analysis / 21-02-2024
Ananutnueckuit oraer Ne JaTa aHanu3za

Date of Manufacture / 11/2023 Date of Expiry / 10/2026
Jlara npoussoacTsa T'oaen no

11 N013283/01 oT 13.07.2023

Analysis performed according ND / Ananns nposeaet no HJI: TTN013283/01 dt 13.07.2023 /

No Test / TlokazaTeapb

Result / Pe3ynbraThl

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyribie IBOSKOBBIIYKJIBIE
TabJIETKH, TIOKPBITHIE IIEHOYHON
oGosioukoit Genoro 1gera, ¢ pucKoi
Ha 0/{HO# cTopoHe. Ha nonepeuHom
paspese saapo 6enoro usera.

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. / Kpymible OBOSKOBLUIYKIBIE
TabNeTKH, TIOKPBITBIE [IIEHOYHOM
obosoukoir Oecnoro uaM  nourn Oenoro
uBera, ¢ pPMUCKOW Ha oAHOM cropoHe. Ha
nonepevHoM paspese aapo ot Oenoro o
nourtu 0enoro usera.

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoayxt coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
Tpoaykr: LleTpuH, Tabnetkn, NOKphIThie NICHOYHON 060n0uKowH, 10 Mr

Batch No / : B2400408 Batch Quantity / - 955.000 KG/
Cepus Ne O6beM cepun 955,000 KT"
Analytical Report No / : 2002FP24000373 Date of Analysis / . 21-02-2024
Ananutnueckmii otder No JlaTa ananu3a

Date of Manufacture / ¢ 11/2023 Date of Expiry / . 102026
Jlara rnpov3BoACTBA T'oaen no

TIN013283/01 or 13.07.2023

Analysis performed according ND / Ananus nposeaet no H/I: TIN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / IlopnnaHocTb, HleTHpH3HH

1. HPLC/B3XX

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHMAM

The retention time of the main peak in the
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"). / Bpems ynepxnsanus
OCHOBHOTO  MHWKAa HAa  XpOMarorpamme
UCTIBITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATL BpPEMEHH  yOepKUBAHHUsI
OCHOBHOTO TMKa Ha  XpoMaTorpaMMe
pactBopa CTaH/1apTHOrO obpazua
LETHPHU3UHA ruapoxiaopuaa (paznen
«KonuuecTBeHHOE ONpeeIeHue» ).

2. UV spectrophotometry /
V®-criekTpodoTomMeTpys

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

The UV-spectrum of the test solution and
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®-cnekrpsl
HOITIOIIEHMs] HCIBITYEMOTO  pPacTBOpa H
pacTBOpa CTaHAAPTHOTO obpazua
LETHPU3UHA THOPOXJIOpHAAa B oONacT¥ OT
200 no 400 HM ROMKHBI UMETh MAKCUMYMbL
MIOTNIOWIEHMS MPH OAHON M TOW XKEe ANMHE
BOJHLI € JONYCTHMBIM OTKJIOHEHHeM * 2
HM.

3 | Water / Boaa

3. 7% wiw /3, 7%

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

4 | Uniformity of dosage units /
OanopoanocTn
JA03APOBAHNSA

21/2,1

Acceptance value (AV) should be not more
than 15.0 / Tloxasarenp IpPHEMIEMOCTH
(AV) nomxeH 65T He 6onee 15,0.

Remarks : The Product confirms to ND/

Ilpumeyanue: [IpoaykT cooTBeTcTBYET Tpeboanusam HJL

Conclusion : APPROVED /
Saxkawuenue: OJTOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg
[poaykr: LleTpuH, TabACTKHU, MOKPbITLIC NIEHOUHOI 0bonouKoH, 10 Mr

Batch No / : B2400408 Batch Quantity / : 955.000 KG/
Cepus Ne O6beM cepun 955,000 KT'
Analytical Report No / : 2002FP24000373 Date of Analysis / 21-02-2024
AnHanuTHdaeckuii otdeT Ne Jara anajm3a

Date of Manufacture / 11/2023 Date of Expiry / 10/2026
JlaTa npon3BOACTEA T'onen no

Analysis performed according ND / Ananus nposeaen no HJI: TTN013283/01 dt 13.07.2023 /
T1N013283/01 ot 13.07.2023

5 | Dissolution / PacTBopenne Unit-1/ Ta6bn.-1 100% Not less than 80% (Q) of the labeled amount
B 0 of C2| H25C]N203 -2HC1 (Cetirizine
Unit-2/ Tabn.-2 9% | jihydrochloride) after 30 min. / He mewee
Unit-3 / Ta6n.-3 100% 80 % (Q) oT HOMHHANIBHOTO COsIEPIKAHUS
Unitd / Tabn—4 599 C,1H,sCIN,05-2HCI (ueTHpH3UHa
) JUrEApoxJopun) yepes 30 Mumn,
Unit-5 / Tabn.-5 98%
Unit-6 / Tabn.-6 100%
6 |Related Impurities by HPLC/
PoacrBennbie NpuMecH
Impurity A / TTpumecs A Less than LOQ (LOQ =0.019%) / Not more than 0.2 % / He 6onee 0,2 %
- Hrxe npenena Konu4ecTBEHHOTO S 5
Impurity B / IIpumecs B onpenenerma (IIKO = 0,019%) Not more than 0.2 % / He 6omee 0,2 %
Impurity C/Tlpumecs C 0.02% / 0.02% Not more than 0.2 % / He 6onee 0,2 %
Impurity D / TTpumecs D Not detected / He obHapyKeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity E / [1lpumecs E Not detected / He o6napy«eHa Not more than 0.2 % / He 6osee 0,2 %
Impurity F / Tlpumecs F 0.04% / 0.04% Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | Not detected / He obHapysKeHa Not more than 0.2 % / He 6om1ee 0,2 %
impurity / Jlobas eadHUuHas
HeHICHTHPUIMPOBAHHAS 0.08% /0,08%
NPUMECH
Total impurities / 0.3%/0,3% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumecei
7 | Assay / KoauvecTBenHoe 10.05 mg / 10,05 mr Not less than 9.0 mg and not more than 11.0

onpejeneHne

100.5% / 100,5%

mg C,;H,5CIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr go 11,0 mr
C5;H,5CIN,O5-2HCI (ueTHpH3MHA
auruapoxnopua) B tabaerke (ot 90 % no
110 % OT HOMHUHAJILHOTO COACPIKAHHUS ).

Remarks : The Product confirms to ND/

Hpumeuanne: [IponykTt cooTBeTcTBYET TpeboBaHusaM HJJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
TIpoayxt: LleTpuH, TabiaeTku, NOKPbITbIC NAEHOYHOH 06onouko#, 10 mr

Batch No / - B2400408 Batch Quantity / : 955.000 KG/ -
Cepust No O0Obem cepuu 955,000 KI"
Analytical Report No / : 2002FP24000373 Date of Analysis / 21-02-2024
Auanuruaeckuii oTuer Ne JlaTa anamm3za
Date of Manufacture / 11/2023 Date of Expiry / 10/2026

aTa NPOU3BOACTBA T'oaex no

Analysis performed according ND / Ananus nposeaen no HJI: TTN013283/01 dt 13.07.2023 /
TIN013283/01 o1 13.07.2023

8

Subdivision of tablets /
OaHOpPOAHOCTH Mace MPH
Jie/ICHNH Ta0JIeTOK

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHUIM

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. /
Tabserkn COOTBETCTBYIOT — TpeGOBAHUAM,
ecniu  He OGosee 1 eauHWuHas  Macca
oTKIoHsieTes 3a npenensl 85 Y% - 115 % ot
cpemueit MAacchl. TaGnerku He
COOTBETCTBYIOT TpeboBaHMsAM, eciu Oosee
yeM 1 MHAMBHAYaNbHAS MAcCa OTKIOHSETCS
OT 9TMX  MmpemesoB Wi, ecau 1
VHAMBUAyalbHasi Macca OTKIOHJeTCS 3a
npepensl 75 % - 125 % ot cpenHeit Macchl.

Microbiological purity* / Muxpo6uosorndeckas YucTora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61ee uncio He Gomee 1000 KOE/r
a’pOOHbIX MUKPOOPraH13MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O61uee uncno He Gonee 100 KOE/r
NPOANOKEBBIX W MIECHEBbIX

rpn6oB

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

OtcyrctBue B 1 ¢

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBaHuiM HJL

Conclusion ;: APPROVED /
3akmouenue: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 4 of 6

Printed Date & Time (IST):

22-02-2024 18:04:27




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
Tpoayxr: Lerpuu. Tabnerku, MOKpbIThiE NIEHOHHOH 060n0uko#, 10 Mr

Batch No / . B2400408 Batch Quantity / : 955.000 KG/
Cepns Ne ObbeM cepuu 955,000 KT’
Analytical Report No / : 2002FP24000373 Date of Analysis / 21-02-2024
Ananntuueckuii orgeT Ne Jara aHanusa

Date of Manufacture / 11/2023 Date of Expiry / 10/2026
Jlara npou3BOACTBA Toaen no

Analysis performed according ND / Ananns nposeaen no HI: TTN013283/01 dt 13.07.2023 /
TIN013283/01 or 13.07.2023

10

Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 3  blisters and patient
information leaflet in a carton. / Ilo
10 TabneToK B
TIBX/T1BIX//amoMuHHEBOM
6muctepe. Ilo 3 6mucrepa BMecTe ¢
UHCTPYKUMEH [0 [PUMEHEHHIO
yMaKoBaHbl B MauKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
im a carton. / o 10 Tabneroxk B
TIBX/TIBJIX//antomuHueBom Gauctepe. TTo
2 uma 3 GEcTepa BMeCTe C MHCTPYKITUCH TTO
OPMMEHEHUIO ~ YIaKkoBaHEl B MA4Ky
KAPTOHHY!IO.

11

Labeling / MapkupoBka

According to ND / B coorercTeuu ¢ H/J

12

Storage conditions /
Xpanenue

At temperature below 25 °C. / TIpun remneparype e Boiwe 25 °C.

13

Shelf life / Cpox rognocTn

3 years /3 rona

Uncontrolled Copy

*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 / [Iposodumcs npou3eo0umenem npu Goinycre NePUoOUNecKu. ons
Kkanicdoti 20-0ti cepuu unu ne menee 1 paza 6 200. Ilokasamens modceim buiiny He axmoven 6 Cepmudguram

aHanu3a upmol.

Remarks : The Product confirms to ND/
IpuMeuanne: [lpoaykr coorsercTByeT TpebopanusaM HJI

Conclusion : APPROVED /
Sariouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Uncontrolled Copy
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