Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJTH3A

Product Cetrine film coated tablets, 10 mg

MpoaykTt LetpuH® TaGieTkn, MOKPLITIE TIEH0YHOR 060/104K0ii, 10 Mr B
Batch No / B2301266 Batch Quantity / 687.600 KG /
Cepus Ne _ |O6bem mapTun 687,600 KI"
Analytical Report No / 2002FP23001028 Date of Analysis / : 18-04-2023
AnanuTnyecknii order Ne Hara anaausza B

Date of Manufacture / : 03/2023 Date of Expiry / 02/2026

JaTa npon3BoACTBA Togen no

Analysis performed according ND / Ananns nposeaes mo HJI: ITN013283/01-160919 (amend Ne 1 from

[ Ne

| Test / Hoxasa_TénP

1 Description / Omucanve

| Result/ Pe3_y.l'le;Tbl

| 12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Specification / Hopma

pUCKOW  Ha

aOBETA.

MONEPEYHOM  paspese

‘White coloured, round, biconvex film
coated tablet with a breakline on one side.
‘White core on a cross section. / Kpyrisie
[IBOAKOBBIMYKITble TableTKHU, IOKPBITBIE
TIIeHOYHOM 000TouKoii Oeyoro uBeTa, C

omHoi  cropoHe. Ha

— sapo ©Gemoro

white core on a cross section.
MOKPBITEIE  [JIEHOYHOM

puckoif Ha OXHON cTopoHe.

J10 IMOYTHN 6enoro 1BeTA.

White or off white colc_)ured, round_,
biconvex film coated tablet with a
breakline on one side. White to off-

/

Kpyribie IBOSKOBBITYKJIbIE TablIETKH,
obomoukoit
fernoro WIM MOYTH Oeforo LBera, ¢
Ha
MOTTEPEYHOM pa3pese — AAPo oT 6emoro

2 Identification by HPLC/
[TopgnuHAOCTD

CoOTBETCTBYET

W ‘ ES

3 Average weight / Cpennss
Macca

Water / Boga

2.9% wiw / 2,9%

Complies as prescribed /

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). /

BpeMss yaepXuBaHWUS OCHOBHOTO
nvKa Ha XpomarorpamMme
MCTILITYEMOTO ~ PacTBOpa  IOJKHO
COOTBETCTBOBATD BpEeMeH!
yIep>KHBAHUS OCHOBHOTO TMMKa Ha
XpoMaTorpaMmMe pacTBOpa
CTanIapTHOro obpaslia LEeTHPHU3NHA
rUIpOXJIOpHA (pazzen
«KonuuecTReHHOE OTIPEACTICHUER).

191.2mg /191,2 mMr

196,7 mr)

Uniformity of dosage units
/ OXHOPOIHOCTD
1031pOBAHNIS

33/33

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

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 1853 mMr mo

The acceptance value (AV) should be
less than or equal to 15.0 /
MokazaTens npuemnemMoctd (AV)
\moskeH OBITE He Gornee 15,0.

Remarks : The Product confirms to ND/
Mpumeuanue: ITpoxykT cooTBETCTBYET TpeboBanmsM HJT

Conclusion : APPROVED /
3akmouenne: QJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3ZA

Product : Cetrine film coated tablets, 10 mg

Hpoaykr  : IerpnH® TabIeTKH, MOKPHITHIE MIEHOYHOW 0607109K0H#,10 MT

Batch No / : B2301266 Batch Quantity / 687.600 KG /
Cepusi Ne O6bem napTHu 687,600KI"
Analytical Report No / : 2002FP23001028 Date of Analysis / : 18-04-2023
AHaINTHYeCKHit oTYeT No Jara anajausza

Date of Manufacture / : 03/2023 Date of Expiry / 02/2026

JlaTa npou3BOACTBA TI'ogen go

Analysis performed according ND / Auaaus uposeaex no HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / m3am. Ne 2 ot 07.10.2021)

:Ng Test / IlokazaTennb
6 Dissolution / PacTBopeHue

7 Impurities by HPLC/
POIICTBCHHBIC MMPUMECH
LHETUPU3NHA

a) Impurity A /
npuMech A
b) Impurity B /
npuMeck B
c) Impurity C /

nmpumMeck C

d) Impurity D /
npumecs D

e) Impurity E /
npumecs E

f) Impurity F /
npumecs F

g) Any unspecified impurity

Jro6as equHuYHAS
HeUOEHTUPULMPOBAHH
ast TIPUMeECh

h) Total impurities / Cymma
npuMecen

[Result / PesyabTaThI

100%, 100%, 99%, 97%, 97%, 97%

Specification / Hopma
Not less than 80% (Q) of the
labeled amount of

C21H25C1N203’2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMWHAIBHOTO CoIlepiKaHuA
C,HysCIN,O5-2HCI (ueTupusvna
nuruapoxyiopun) yepes 30 mMuH.

Not detected / He oGHapysxena

Less than LOQ (LOQ = 0.010%) / Hixe
TpejieNia KOJIMIeCTBEHHOTO ONPEAeIICHHS
(TTKO = 0,010%)

Less than LOQ (LOQ = 0.017%) / Hyixe
npezena KoJIHYeCTBEHHOTO OMpeaeIeHus
(TIKO = 0,017%)

Not detected / He o6napyxeHa

0.02% / 0,02%

Less than Limit of Detection (LOD =

0.015%) / Hixe nipenena obHapyKeHUs
(TIO = 0,015%)

0.07% / 0,07%

0.2% /0,2%

a) Not more than 0.2 % / »e 6onee 0,2
%

b) Not more than 0.2 % / ue 6onee 0,2
%

c) Not more than 0.2 % / we 6onee 0,2
%

d) Not more than 0.2 % / He 6oee 0,2
%

e) Not more than 0.2 % / »e 6onee 0,2
%

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

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

h) Not more than 2.0% /
He 6onee 2,0%

Remarks : The Product confirms to ND/
ITpumeuanue: IIponykT cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akawvenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr LeTpre® TabneTky, MOKPLITHIC TEHOYHOH 0601104K0#,10 Mr .
Batch No / B2301266 Batch Quantity / 687.600 KG/
Cepns Ne B - O0beM mapTup 687,600 KI'
Analytical Report No / 2002FP23001028 Date of Analysis / 18-04-2023
AHajuTH4ecKnii oTder No Hara ananusa |
Date of Manufacture / : 03/2023 Date of Expiry / 02/2026
JlaTa mpon3BoAcTBa Tonen 1o
Analysis performed according ND / Anasms nposeaen mo HI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)
Ne  [Test/ Ioxa3zaTenn Result / PesyabTaTnbl Specification / Hopma
8 Microbial limits /
MukpoGuonoruyueckas
MUCTOTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61uee 4uciao Menee 10 KOE/r He Gonee 1000 KOE/r
a3poOHLIX MUKPOOPTaHN3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6uiee yncno  Menee 10 KOE/r
IPOMCKEBBIX W TIECHEBBIX
rpubos Shall be absent in 1g / Orcyrereue 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 not
oTIpesieNieHNe less than 9.0 mg and not more than 11.0
mg C,Hy;sCINyO3-2HC1  (cetirizineg
dihydrochloride) per tablet / Ot 9,0 Mr|
o 11,0 wmr  CyHysCIN,O5-2HCI
(ueTupusuHa  AUTHAPOXIOPUA) B
TabyeTke.
10 Package / Ynakoeka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[1BX/amommnuueBom 6nucrepe. I1o 10 blisters in a carton. 252 cartons in
3 6nMcTepa BMECTe ¢ MHCTPYKLHEH o |master carton.
IPHUMEHEHHIO YTIaKOBaHB! B TTaYKy / T1o 10 TabneTok B
KapTOHHYIO. [MBX/anmomuHneBOM Gnctepe. [To 2
unu 3 6nmcrepa BMecTe ©
WHCTPYKUIHMEH TI0 TPUMEHEHHIO
yIAaKOBAHBI B TIAYKY KapTOHHYIO.
Vmakoska  "in-bulk™: Ilo 10
ONMHUCTEPOR TTOMEMIAIOT B KAPTOHHYIO
xopobky. Ilo 252 kapTonHble
KOpOOKHM MOMEHIAIOT B KapTOHHBIA
- K0pob. |
11 Labeling / MapkupoBka According to ND / B cootBercTBim ¢ HJ|
12 Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbiie 25 °C.
X paHeHne
13 Shelf life / Cpok rogHocTn 3 years / 3 rona - -

Remarks : The Product confirms to ND/
Hpumeuanue: [IpogykT CoOTBETCTBYET TpeboBaHuaM HJL

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 4

Printed Date & Time (IST):

19-04-2023 18:18:46
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