Uncontrolled Copy

CERTIFICATE OF ANALYSIS

Ananuruyeckuii orueT No

CEPTUDHUKAT AHAJIU3A
| Product : Cetrine tilm-coated tablets 10 mg
| Mpoaykt: LeTpun, TabneTku, NOKphIThie MIEHOYHOH obonoukoit, 10 Mr ]
Batch No / . B2402336 Batch Quantity / : 955 KG/
| Cepust Ne Obvemcepun 955 KTI
Analytical Report No / 2002FP24001644 Date of Analysis / ¢ 11-07-2024

JlaTa aHanusa

Date of Manufacture /
Jara npousBoacTRa

I'open no

: 06/2024 Date of Expiry / ¢ 05/2027

Analysis performed according ND / Ananuz nposenen mo HI: ITN013283/01-130723

Ne Test / lloxkazarenan

Result / PesyanTarsl

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrnble JBOAKOBEINYKJIbIE
TabneTKn, MOKPBIThIE IUIEHOUHOH
obonoukoit Genoro 1BeTa, ¢ pUCKOi
Ha oAHoi cropone. Ha nonepeunom
paspese sapo 6enoro UBeTa.

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. / Kpyrible JBOAKOBHINYKIblE
TabneTKH, MOKPBITHIE MIEHOUYHOH
060Jloukoii Oenoro WIM ToYTH Oenoro
IlBETa, C PHCKOW Ha oxHoit cropone. Ha
NONEPEYHOM paspese AApo ot 6egoro Ao
nouTu Genoro Lgera.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoayxT coorBeTcTBYET Tpeboranuam HJI

Conclusion : APPROVED /
3axsouenne: QJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
Mpoaykt: LIeTpuH, TaGneTku, NOKphITbie NACHOUHON 0bonoykoi, 10 mr

Batch No / . B2402336 Batch Quantity / 1 955 KG/

Cepust Ne O6beM cepuu 955 KI' -
Analytical Report No / ¢ 2002FP24001644 Date of Analysis / © 11-07-2024
Ananuruuyeckuii oryet No JlaTa aHanu3a

Date of Manufacture / : 06/2024 Date of Expiry / ¢ 0572027

[lata npousBoacTBa I"ogeH o

Analysis performed according ND / Ananuz npoeeaen no HJI: I N013283/01-130723

2 | Identification. Cetirizine / Ilognmunnocts. lleTupnsun

1. HPLC/BD2XX

Complies as prescribed /
CooTtBeTcTRYET 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 ynepxupanus
OCHOBHOTO M[HMKAa Ha  XpPOMATOrpaMMe
HCTILITYEMOTO pacTropa JOJIKHO
COOTBETCTBOBATb BPCMCHU  YIEPIKUBAHUS
OCHOBHOTO ~THKA HAa  XpOMAaTorpamme
pacTBOpa CTaHIapTHOrO obpazua
LETHPHU3UHA ryapoxjopuaa (paszen
«KonnuectBeHHoe onpenefieHue»).

2. UV spectrophotometry /
YO-cnektpodhoToMeTpus

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®-cmekTpbl
MOMVIOMECHUS. UCMBITYEMOro  pacTBopa H
pacTBopa CTaHAAPTHOrO obpasua
LETUPU3NHA THApOXJIOpUAa B o6JacTH oT
200 no 400 HM AOKHBI UMETH MAKCHMYMbI
MOrNOLWEHUsT TIPU OJIHOM W TOW >Ke JnvHe
BOJIHBI C JIONYCTHMMBIM OTKJIOHEHHWeM + 2
HM.

3 | Water / Bona

2.8% w/w /2,8%

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

4 | Uniformity of dosage units /
OnHOpOAHOCTD
JO3HPOBAHUSA

4.2/4,2

Acceptance value (AV) should be not more
than 15.0 / Ilokazarens TpUEMIAEMOCTH
(AV) nomxen ObiTh He Gonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: Ilpoayxr coorseTcTBYeT Tpebosanusm HJ

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST): 12-07-2024 11:53:33




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJN3A

[ Product : Cetrine film-coated tablets 10 mg
| [poyykT. HeTpud, TabJeTKH, TOKPBITBIC MICHOUHOH 0BonavkoH, 10 mr

Batch No / : B2402336 Batch Quantity / . 955KG/ |
Cepust Ne - - O6bem cepuu 955 KI' -

Analytical Report No / 2002FP24001644 Date of Analysis / 11-07-2024

Ananurnueckuid otyet No Jlata aHanuza

Date of Manufacture / : 06/2024 Date of Expiry / 05/2027

Jlata npoussoacTBa ["open oo

Analysis performed according ND / Ananus npoeenen no HJ: TIN013283/01-130723

PojacTBenHble MPHUMECH

5 | Dissolution / PacrBopenne Unit-1/Tabn.-1 100% Not less than 80% (Q) of the labeled amount
> - 5 of C,HyCIN,O;-2HCI (cetirizine
Sy e 2 dihydrochloride) after 30 min. / He meunee
Unit-3 / Ta6bn.-3 99% 80 % (Q) OT HOMMHAIBHOTO COJEepIKAHHS
Unit-4 / Ta6n.-4 S6% | CatlasCIN:0y ZHCL (ueTupusuta
qurunpoxiopun) dyepes 30 MAH.
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 100%
6 |Related Impurities by HPLC/

Impurity A / IIpumecs A

Impurity B / [Ipumect B

Impurity C / Ilpumecs C

Less than Limit of Detection (LOD =

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

0.005%) / Huxxe npenena
obHapyxenus (I[10 = 0,005%)

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

0.01%/0,01%

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

Impurity D / Ilpumecs D Not detected / He o6uapysiena Not more than 0.2 % / He 6osnee 0,2 %
Impurity E / TIpumecs E Not detected / He obHapysxena Not more than 0.2 % / He 6onee 0,2 %
Impurity F / [Tpumecs F 0.03% / 0.03% Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified |[ ess than Limit of Detection (LOD = Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlio6as eanHnuynas 0.015%) / Huxe npesiena
HeUIIeHTHHLIMPOBaHHAA obHapyxenns (110 = 0,015%)
npUMech

0.07%/0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %

CymMmma npumMeceit

Assay / KonudectBenHoe
ompeae/eHne

10.05 mg / 10,05 mr
100.5% / 100,5%

Not less than 9.0 mg and not more than 11.0
mg C2|H25C1N203 -2HCl1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mMr mo 11,0 mMr
C,,H,5CIN,05-2HCI (ueTpnsnHa
muruapoxiiopun) B tabnerke (ot 90 % mo
110 % oT HOMHHAJILHOTO COJIEP KAHNS ).

Remarks : The Product confirms to ND/
Ipnmeuanne: [Ipoayxr coorsercTByer Tpeboranvsm HJT

Conclusion : APPROVED /
3akmouenne: OMOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

"Product : Cetrine film-coated tablets 10 mg

[poayxT: [leTpun, TaGneTkn, NOKPLITHIC INICHOYHOH obosnmoykoi, 10 mr

Batch No / . B2402336 Batch Quantity / 1 955KG/ o
Cepus Ne O6beM cepun 955 KI' -

Analytical Report No / 2002FP24001644 Date of Analysis / 11-07-2024

Ananuruyeckuii oryer No Jara ananusa

Date of Manufacture / : 06/2024 Date of Expiry / 05/2027

JlaTa npou3BoacTBa I'onen o

Analysis performed according ND / Ananuz nposenen no HJI: TT N013283/01-130723

8 | Subdivision of tablets /
OaHOPOAHOCTb MACC IPH
JeJIeHNH Ta0JIeTOK

Complies as prescribed /
CooTreTcTBYCT TpeOOBaHHAM

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. /

Tabnerku CcOOTBETCTBYIOT  IpeBoBanmsm,
ecnu He Oonee 1  enuHMuHas  Macca
OTKJIOHsieTes 3a npenensl 85 % - 115 % ot
cpenHer MAacchl. Tabnetku He

COOTBETCTBYFOT TpeOORAaHUSIM, ecnu Gosee
yeM | MHAMBUAYanbHAs Macca OTKJIOHAETCH
OT 3TUX TIpedejoB  Win, ecaum 1
WHIUBUAYalbHAs Macca OTK/IOHAETCA 3a
nipenensl 75 % - 125 % ot cpenueit maccel.

9 |Microbiological purity* / Mukpobuosoruyeckas qucrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61nee yncno He 6onee 1000 KOE/r
a3p0oOHBIX MUKPOOPTaHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / Ob61uee yucio He 6onee 100 KOE/r
JIPOMOKEBBIX U TIECHEBBIX

rpubos

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

OrcytrcteueB 1 1

Remarks : The Product confirms to ND/

IIpumeuanune: [Ipoayxr coorBercTByeT TpeboBanusm HJT

Conclusion : APPROVED /
Zakmouyenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

Mpoaykt: [leTpuH, TabneTiu, MOKPLIThie MICHOYHON 060104KOH, 10 MT

L 955KG/

Batch No / . B2402336 Batch Quantity /

Cepus No O6wem cepun 955 KT' . |
Analytical Report No / 2002FP24001644 Date of Analysis / 11-07-2024

Ananuruyeckuii oryer Ne Jara ananusa

Date of Manufacture / ¢ 06/2024 Date of Expiry / 05/2027

JlaTa npousBoacTBa I'onen no

Analysis performed according ND / Ananus nposenen nio HJ[: IT1N013283/01-130723

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Tlo
10 TabJIeTOK B
[BX/I1BJIX//antoMuH1eBOM
6nucrepe. Ilo 2 Gnucrepa BmecTe ¢
WHCTPYKLMEH 110  TIPUMEHCHHIO
YMaKOBaHbI B IAYKY KaPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 rtabnerok B
MBX/MIBJX//amomunueBoM Ganctepe. o
2 unu 3 6aucTepa BMECTE C HHCTPYKIIMEN 1O
[IPUMEHEHHIO  YIAKOBaHBbI B IAYKY
KapTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B coorsercTeum ¢ H1|

12 | Storage conditions /
Xpanenne

At temperature below 25 °C. / [1pu remnepatype He Bbiuie 25 °C.

13 | Shelf life / Cpok roanocrn

3 years/ 3 roaa

*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 / Ilposodumcs npousgooumenem npu @uINycke nepuoousecKu. Ons
kaxcood 20-oi cepuu unu ne menee 1 paza 6 200. Ilokazamens modicem Ovime He gxmoven ¢ Cepmughuxam

ananuza Qupmei.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorsercTayeT TpebGosanusim HJT

Conclusion : APPROVED /
3akiouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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