Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHANM3A

Product : Cetrine film coated tablets, 10 mg

Mpoaykt  : Llerpun® tabuerkit, NOKPBLITHIC MeHOYTIoH 060101K0iH, 10 Mr .

Batch No / : B2300383 Batch Quantity / : 687.600 KG/ -
Cepusn Ne O6beM mapTnu 687,600 KI"

Analytical Report No / : 2002FP23000400 Date of Analysis / : 13-02-2023 |
AHanuTHYecKHii oTueT Ne JlaTta anaausa

Date of Manufacture / : 01/2023 Date of Expiry / : 12/2025

JaTa npou3BoACTBA I'ogen mo

Analysis performed according ND / Anasus nposeaen mo HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3am. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3M. Ne 2 ot 07.10.2021)

pucKoit Ha  OJHOW

IBETA.

ABOAKOBEIITYKJIbIC Ta6J'IeTKI/I,

Ne Test / IlokasaTenb Result / Pe3yabpTaTsl Specification / Hopma _
White coloured, round, biconvex film|White or off white coloured, round,
1 Description / Onmcanne coated tablet with a breakline on one side.|biconvex film coated tablet with a

White core on a cross section. / Kpyrmeie|breakline on one side. White to off-
NoKpeIThie[white core on a cross section. /
MICHOYHOH oOonoukoi Gemoro meera, ¢|Kpyrible DBOSKOBBITYKITbIE TabIETKH,

CTOPOHE.

nonepeyHoM paspese — A4po Genoro|6etoro WM HOYTH Oeroro BeTa, C

Ha[moxpeiThle  NIEHOYHOM  obonmouxoii

puckoif Ha oOn#HON cropone. Ha
MOTNIEPEYHOM paspese — sIApo oT O6enoro
mo moyty Genoro uBera.

2 Identification by HPLC/ CoEplies as prescribed /
[TopTUHHOCTE COOTBETCTBYET

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). /

Bpems ynepXHBaHHS OCHOBHOTO
nvKa Ha XpoMmarorpamme
MCILITYEMOTO  pPacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEMEHU
yICPKUBAHKUA OCHOBHBOTO THMKa Ha
XxpoMarorpaMmme pacTBopa
craHpapTHoOro obpasia LieTUpU3NHA
THIPOXIIOPUAA (pazmen
«Kou4ecTBEHHOE OMpPEeICTIEHUEN ).

3 Average weight / Cpensss 189.2 mg /189,2 mMr
Macca

191.0 mg £ 3.0% (185.3 mg-196.7 mg)
191,0 Mmr £ 3,0% (ot 185,3 Mr mo
196.7 mr)

Water / Boga 2.4% wiw / Z,M R

Not more than 8.0% w/w /
He 60mee 8,0 %

m‘.;;

Uniformity of dosage units | 3.2 /3,2
OxHOpPOAHOCTE
I03UPOBAHMA

The acceptance value (AV) should be
less than or equal to 15.0/
Mokazarenk npuemnemMocty (AV)
nomxkeH ObITh He Gonee 15,0.

Remarks : The Product confirms to ND/

Mpumeuanne: [IpoaykT coorBeTCcTBYET TpeboBaunam HJT

Conclusion : APPROVED /
3axuawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A

Product Cectrinc film coated tablets, 10 mg

[Tpoayxs Llerpun® 1abneriu, nokpuiThie MIeHoHOI 06osoukoit,10 Mr B _
Batch No / : B2300383 Batch Quantity / 687.600 KG /
Cepust Ne O0beM napTum 687,600 KI"
Analytical Report No / : 2002FP23000400 Date of Analysis / 13-02-2023
AHaguTHYecKnii oTHeT Ne Harta ananusa

Date of Manufacture / 01/2023 Date of Expiry / 12/2025
JaTta npouseoacTBa lopeH a0

Analysis performed according ND / Anaau3s nposeaen mo HJ: TIN013283/01-160919 (amend Ne 1 from

12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

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

C,H,sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmence &0 % (Q) ot
HOMHHATLHOTO coliepxaHus
Cy HysCIN,O5- 2HCI (uetwpusnna
pruapoxsopun) gepes 30 Mus.

E Test / IoxasaTean : Result / PezysinTaThl -
6 Dissolution / PacrBopenue 103%, 97%, 99%, 97%, 99%, 99%
7 Impurities by HPLC/

PopcTBeRARIE MTPUMECH

LETUPU3NHA

) Less than Limit of Detection

a) Impurity A / (LOD=0.005%)

npumecs A

b) Impurity B / 0.01% /0.01%

npuMech B

c) Impurity C/ Less than LOQ (LOQ=0.017%)

nprmeck C

d) Impurity D / L} o

o T Less than LOQ (LOQ=0.003%)

e) Impurity E / 0.03% /7 0,03%

nmpumech E

f) Impurity F/ Not detected / He oGHapykeHa

npuMech F

g) Any unspecified impurity |y 6% / 0.06%

JTrobast emMHNYHAS

HenneHTH QULpPOBaHH

as TPUMECH

h) Total impurities / Cymma ~ 0-1% 10,1%

npumecei

a) Not more than 0.2 % / He Gonee 0,2
%

b) Not more than 0.2 % / He Gonee 0,2
%

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

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

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

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

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

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

Remarks : The Product confirms to ND/
IMpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
Jaxawuenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 4

Printed Date & Time (IST):

14-02-2023 09:25:52




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg - i
Ipopyw Herpun® Tabnerku, NOKPLITLIE TUICHOIHOH 0Gooukoit, 10 Mr =
Batch No / : B2300383 Batch Quantity / 687.600 KG/
Cepus Ne s O6BeM mapTum 687,600 KI'
Analytical Report No / : 2002FP23000400 Date of Analysis / ¢ 13-02-2023
AHaauTHYecKHii oTuer Ne JaTta aHajau3a
Date of Manufacture / 01/2023 Date of Expiry / 12/2025
Jdara npou3BoACTBA Togen fo
Analysis performed according ND / Ananus nposeaen mo HJ: 11 N013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3Mm. Ne 2 o1 07.10.2021)
[ Ne :Test / lloka3aTennb Result / PesyanTaTsl | Specification / Hopma
8 [Microbial limits /
[Mukpobuonornueckas
';qVICTOTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
!count / O6uiee yucno Menee 10 KOE/r He Gonee 1000 KOE/r
a3p00OHBIX MUKPOOPTaHW3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6mee uncno [Menee 10 KOE/r
JAPOMOKEBBIX M TIIECHEBBIX
rpubos Shall be absent in 1g / OrcytctBue B 1
|Absent in 1g / OTcyTCTBYET B 1T r
c) E. coli
9 Assay / KomudecTBeHHOE 9.78 mg /9,78 Mr Each film coated tablet contains not
oTIpeneeHne less than 9.0 mg and not more than 11.0
mg CyHysCIN,O3-2HC]  (cetirizine
dihydrochloride) per tablet / Ot 9,0 Mr
o 1 1,0 MT C21H25C1N203' 2HCI
(ueTMpu3MHA  AUTHAPOXJIOPUA) B
TabneTke.
10 Package / Ynakoeka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / [To 10 Tabnetok B leaflet in a carton. "In bulk" package:
IBX/amomuuuesom 6nucrepe. Io 10 blisters in a carton. 252 cartons in
3 6iucTepa BMECTE C MHCTPYKUIHEN 110 master carton.
TIPUMEHEHHIO YITaKOBAHbI B TIA4YKY / ITo 10 Tabnerox B
KapTOHHYIO. TTBX/amoMuHueBoM Onnctepe. [To 2
unn 3 6nuctepa BMECTE €
WHCTPYKLHEH 1O TIPUMEHEHHUIO
yIaKoBaHbl B IA4Ky KapTOHHYIO,
Vrakoska  "in-bulk": Ilo 10
OIMCTEPOR TIOMEIIAIOT B KAPTOHHYFO
kopobky. Ilo 252  KapToHHbIE
KopoOKKH TOMCIIAIOT B KaPTOHHBIMH
- ) KOPOG.
11 Labeling / MapxupoBka According to ND / B cootBeTtcTBMH ¢ H]]
12 Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype He Bblne 25 °C.
XpaHeHne
13 Shelf life / Cpox romHocTd |3 years /3 rona - ]
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoayKT cOOTBETCTBYET TpeborauvsM HJ{ 3axaroyenne: OJJOBPEHO
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