CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTA3A

Product : Cetrine film-coated tablets 10 mg

IMpoayxr: Lerpnu, 1abaeTKH, NOKPLITHIC NJ1EHOYHOH 000n04KOH, 10 mr

Batch No / B2401187 Batch Quantity / : 955.000 KG/
Cepus Ne Obnem cepun 955.000 KI°
Analytical Report No / 2002FP24000969 Date of Analysis / 17-04-2024
Ananutuueckuii otyet Ne Jlara aHanu3a

Date of Manufacture / 04-2024 Date of Expiry / 03-2027
Jlata nponzsoacTea ToneH o

Analysis performed according ND / Ananuz nposeaen no HJI[: [TN013283/01-130723

Uncontrolled Copy

Ne Test / IToxazarenn

Result / PesyabTaTni

Specitication / Hopma

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrible JBOSKOBbINYKIIbIE
TabACTKH, NOKPBITHIC MNJICHOYHOM
06oouKoii Georo Lpera, ¢ pUCKon
Ha ofHoi1 ctopoHe. Ha monepeunom
paspese aapo Genoro mnpera.

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. / Kpyrmisle ABOAKOBbINyKIIbIE
TaGneTKHu, NOKPbITHIC [ACHOUYHOM
06oiIoyKkoil Oejloro WM IouTH 6eoro
LBETa, C PUCKOM Ha OAHOM cropome. Ha
MOTIEPEYHOM paszpese SIpo oT 6enoro mo
no4TH 6enoro LBETAa.

Remarks : The Product confirms to ND/

Ipumeyanne: Ilponykr cooTBeTcrBYyeT TpeboBanusam HJ|

Conclusion : APPROVED /
3akuwuenne; OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®HEAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Tpoyiykr: Llerpus, Tabnetku, NOKpPLITHIC nicHo4HoH obonoukoii, 10 mr

Batch No / . B2401187 Batch Quantity / © 955.000 KG/
Cepust Ne O6bemM cepuu 955,000 KT'
Analytical Report No / : 2002FP24000969 Date of Analysis / o 17-04-2024
AHamaTHyecKui oTyeT Ne Jlata aHanu3a

Date of Manufacture / o 04-2024 Date of Expiry / . 03-2027
Jlata npon3BoACTBA T'open go

Analysis performed according ND / Ananus nposeaen no HJI: 11 N013283/01-130723

2 | Identification. Cetirizine / [lopgmunocte. Hetnpusnu

1. HPLC/BDXX

Complies as prescribed /
CooTreTcTRYET TPEOOBAHUAM

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 ymepxuBaHus
OCHOBHOTO TNHKa Ha  XpomaTorpamme
HCTIRITYEMOTO pacTBopa TOTKHO
COOTBETCTBOBATL BPEMEHU  yJEPKMBAHUS
OCHOBHOFO  NUKA HAa  XpOMATOrpamme
pacTBopa CTAHAAPTHOIO ofpasua
LEeTHPU3UHA THAPOXIIOPUIIA (paznen
«KonuuecTseHHOE ONpefic/iCHUE).

2. UV spectrophotometry /
Y®-cnexkrpodoTomeTpHs

Complies as prescribed /
CooteercrByer TpebOBaHUAM

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. / VYd-crmekrpsl
TIOFTIOWEHNA  WCTIBITYEMOTO  pacTBopa W
pacreopa CTaHAaPTHOrO obpazua
LETMPW3MHA TWapoxsiopuaa B obnacth ot
200 mo 400 nM JOJKHBEI HMETH MAKCUMYMBI
TIOIJIOIEHHs MPH OJHOM U TOH >Kke IIuHe
BOJHGI ¢ JONYCTUMBIM OTKJIOHeHHeM + 2
HM.

3 | Water / Boga

2.9% wiw /2,9%

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

4 | Uniformity of dosage units /
OanopoaHoOCTH
A03MPOBAHUSA

3.6/3,6

Acceptance value (AV) should be not more
than 15.0 / Tloxasaresb NpHEMIEMOCTH
(AV) momxen 6bITE He Oonee 15,0.

Remarks : The Product confirms to ND/

Mpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axmovenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

posyser: TIerpun, TabaeTky, NOKPhITHIC MJICHOUHON obonouxkoii, 10 mr |
Batch No / B2401187 Batch Quantity / : 955,000 KG/
Cepus Ne Ob6bem cepum 955.000 KT'
Analytical Report No / 2002FP24000969 Date of Analysis / 17-04-2024
Apanutuueckuii otuet Ne JlaTta ananusa
Date of Manufacture / 04-2024 Date of Expiry / 03-2027
aTa Mpou3BOACTBA T'onen no

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

5 | Dissolution / PacTBopenne Unit-1/ Tabn.-1 99% Not less than 80% (Q) of the labeled amount
y 5 of  CyHysCIN,O5-2HCI (cetirizine
Unit-2 / Tabn.-2 100% dihydrochloride) after 30 min, / He menee
Unit-3 / Ta6n.-3 102% 80 % (Q) oT HOMHHANBLHOTO COAEPIKAHMS
Unic4/ Taba4 7% C»1HpsCIN,O3-2HCI (ueTHpU3HHA
muruapoxsiopun) depes 30 MuH,
Unit-5 / Tabn.-5 99%
Unit-6 / Tabmn.-6 103%
6 |Related Impurities by HPLC/

PoncreeHHbIE IPHMECH

Impurity A / Tlpumecs A

Impurity B / Tlpumecs B

Impurity C/ TTpumecs C

Impurity D / Tlpumecy D

Impurity E / [Ipumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jliobas eavHuuHas
HeuaAeHTUPHUUHPOBAHHASA
TIPUMEChH

Not detected / He obHapyceHa

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

Less than LOQ (LOQ =0.010%) /

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

Husxe npepena KOIHUECTBEHHOTO
onpeaenenvs (ITKO = 0,010%)

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

Not detected / e odnapyxeHa

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

Less than LOQ (LOQ =0.003%) /

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

Hrxe nipesiena KOMTMYCCTBSHHOTO
onpenenenns ([TIKO = 0,003%)

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

0.02% / 0,02%
Not detected / He obHapykeHa

0.08% / 0,08%

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

Total impurities /
CyMmMma npumeceit

0.1%/0,1%

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

Assay / KonndecrBennoe
onpeaenenne

10.10 mg / 10,10 mr
101.0% /101,0%

Not less than 9.0 mg and not more than 11.0
mg C21H25C1N203 -2HCl (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr no 11,0 mr
C,1Hy5CIN,O5-2HCI (ueTupuzuHa
quruapoxsopua) 8 Tabaerke (ot 90 % go
110 % oT HOMHMHAJIBHOTO COMIEPIKaHMA).

Remarks : The Product confirms to ND/
Ipumeyanue: IIponykr cooTBeTcTBYET TpeboBanuam H/L

Conclusion : APPROVED /
Zakaoyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

[Product : Cetrin film-coated tablets 10 mg,

[lposyxt: LleTpuH, Tabnerkn, NOKPbITLIE NieHOYHOU 0bosoukoH, 10 mr

Batch No / B2401187 Batch Quantity / : 955.000 KG/
Cepus Ne O0beM cepum 955.000 KI"
Analytical Report No / 2002FP24000969 Date of Analysis / 17-04-2024
Ananutnueckuii otyet No JlaTta aHanuza

Date of Manufacture / 04-2024 Date of Expiry / 03-2027
JlaTa npousBoacTEa T'oneH no

Analysis performed according ND / Ananuns nposeaer no H: TT N013283/01-130723

8 | Subdivision of tablets /
OanopoaHoOCTL MacC NPH
JeJeRuH Ta0/IeTOK

Complies as prescribed /
CooteeTcTBYET TpeGOBAHUAM

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, 1f more
than 1 individual mass is outside these limits
ot, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /

TabneTky COOTBETCTBYIOT TpeGOBaHUAM,
ecaM  He Oosee 1 eaMHnunas  wmacca
oTKNoHsgeTcs 3a npenessl 85 %% - 115 % ot
cpenHeit Macchbl. TaGnerku He

COOTBETCTBYIOT TPeOOBaHUAM, eciu Oolliee
ueM 1 MHIWMBHOyaTbHAS Macca OTKIOHSETCS

OT OTUX mnpemenos  wiHM, ecnd 1
MH/IMBU/IYaNIbHAs  MAcCa  OTKIIOHAETCH 32
npenaenst 75 % - 125 % ot cpenneii macesl.
9 |Microbiological purity* / Mukpo6uosornieckas yncrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /

Count / O61iee qucio He 6onee 1000 KOE/r

a3pOoOHEIX MHKPOOPTaHM3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /

moulds count / O61mee gueIo He Gonee 100 KOE/r

JIPOAOKEBBIX 1 TJIECHEBBIX

rpnbos

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

OtcyterBue B 1 1

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykt cooTBeTcTBYET TpebopanuiM HJL

Conclusion : APPROVED /
3akniouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIIA

Product : Cetrine film-coated tablets 10 mg
Mposykr: Llerpun, TabneTku, NOKpsITHIC NNEHOUHOK 060/10'1KOM,

10 mr

Batch No / B2401187 Batch Quantity / 0 955.000 KG/
Cepus Ne Obbem cepun 955,000 KI"
Analytical Report No / 2002FP24000969 Date of Analysis / 17-04-2024
AnanatHdeckuif oTyeT Ne Jata aHanuza

Date of Manufacture / 04-2024 Date of Expiry / 03-2027
JlaTa npon3BOACTBA ToneH a0

Analysis performed according ND / Ananns nposeaex no HJT: [T N013283/01-130723

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Tlo
10 TabneTok B
NBX/TIBAX//anioMmuHuEeBOM
Onmcrepe. [lo 3 GmucTepa BMecTe
MHCTPYKIIHEH MO  IPHMEHEHHIO
YNaKOBaHbl B Na4Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 Tabnetok B
TBX/TIBJX//amomunmesom Gaucrepe. Tlo
2 wa 3 GncTepa BMECTe ¢ MHCTPYKIHEH 1o
NPUMEHEHHIO  YIAKOBAHBI B MAYKYy
KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cootsercteiu ¢ HJ|

12 [ Storage conditions / At temperature below 25 °C. / [1pya Temneparype He Beime 25 °C.
Xpaunenue

13 | Shelf life / Cpox rognocTn 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 / ITposodumcs npouseooumenem npu 6binycKe nepuooUvecKu. sl
kaxcooti 20-o0ii cepuu unu ne menee 1 paza 6 200. Iloxazamens modicein 6oiine ne éxniover 6 Cepmugpuxam

ananuza gupmul.

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykt coorBeTcTByeT TpeboBaHusaM HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 5 of 6

Printed Date & Time (IST):

17-04-2024 21:53:33




Uncontrolled Copy

ELECTRONIC SIGNATURES
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