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CERTIFICATE OF ANALYSIS

CEPTUD®PUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[Mpoayir: Llerprs, TabneTkn, HOKPBHITHIC ICHOUHOH 06010uK0i, 10 Mr

AHanuTUUECKHHA OTueT No

Batch No / B2400735 Batch Quantity / : 955.000 KG/
Cepusi Ne O06beM cepun 955.000 KI"
Analytical Report No/ 2002FP24000810 Date of Analysis / : 29-03-2024

Jara ananusza

Date of Manufacture /
| Jara npoussoactea

03/2024 Date of Expiry / ¢ 022027

['onen 1o

Analysis performed according ND / Ananuz nposeaen mo HJ1: T1 N013283/01-130723

Ne

Test / Iloxazarenn

Result / PesynbTaTs!

Specification / Hopma

1

Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyribie ABOSIKOBBIMYKJIbIC
TabIETKH, MOKPHITHIC TNICHOYHOH
006010uK0M 6eNoro HBeTa, ¢ PUCKOU
Ha ogHo¥ cropore. Ha monepeunom
paspese sapo 6e10ro LBETA.

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. / Kpyrmele aBoskoBbImyKibIe
TabICTKY, TIOKPBITHIC IJIEHOYHOM
0000uKOH Oeloro WIM TIoYTH Oeoro
BeTa, ¢ PHUCKOM Ha OJHOM cropone. Ha
MOTMIEPEYHOM paspe3e sapo oT 6enoro Jo
rnoutH OeJIoro 1BeTa.

Remarks : The Product confirms to ND/
IIpumeuanue; ITpoaykT cooTBeTcTBYCT TpeOoBaHusam HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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uliculivuneu voupy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

MNpoayir: Lerpun, tabaerin, nokpursie mieHoYHoH 060moMKkoil, 10 mr

Batch No / B2400735 Batch Quantity / : 955.000 KG /
| Cepusa Ne O6neM cepun 955,000 KI'

Analytical Report No / 2002FP24000810 Date of Analysis / : 29-03-2024

Ananurryeckuii otyer Ne Jara ananuza

Date of Manufacture / 03/2024 Date of Expiry / : 022027

Hata npoussoacrea 'open 10

Analysis performed according ND / Ananus nposeaen o HJI: ITN013283/01-130723

2 | Identification. Cetirizine / llognuuuocth. LleTnpusnn

1. HPLC/BJXX

Complies as prescribed /
CooteeTcTBYET TPeOOBAHHIM

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 ymepxupaHus
OCHOBHOrO0 MHKAa HA  XpPOMAaTOrpamMme
HCIIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHHU  YAEPKHBAHHSA
OCHOBHOT'O IHKA HAa  XpOMarorpamme
pacTBopa CTaHAAPTHOTO obpasua
LIETUPU3HUHA THAPOXJIOpHUIA (pazaen
«KommuecTBeHHOE OPEACIICHHEY ).

2. UV spectrophotometry /
Y ®-cnexrpodoromeTpus

Complies as prescribed /
CooTtBeTcTBYET TPCOOBAHKIM

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®-cmexrtps
MOTJIONCHHUS HCTIBITYEMOTO PacTBOpa M
pacTBopa CTaHAAPTHOTO obpasia
LETHPU3HUHA THAPOXJIOPHAA B OONACTH OT
200 ao 400 HM KOKHEI HMETh MAKCHMYMBI
TOTJIOIICHMS TPU OJHOM M TOH kKC IJIUHE
BOJHBI C JOMYCTHMBIM OTKJIOHCHHEM * 2
HM.

3 | Water / Boaa

2.5% wiw / 2,5%

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

4 | Uniformity of dosage units /
OaHopoaHoCTh
A03HPOBAHUSA

34/3,4

Acceptance value (AV) should be not more
than 15.0 / Tlokasatens mnpHEMIEMOCTH
(AV) nomxen 6biTh He Ootee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanme: [Ipoaykr coorBeTcTBYET TpeboBanmsm HJI

Conclusion : APPROVED /
Jaxmrouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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vlnicutinolicu vopy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
Mpoaykr: Llerpus, tabaeTku, MOKPLITHIE MIeHOYHOH o6onoukoii, 10 Mr

Batch No / B2400735 Batch Quantity / : 955.000 KG /
Cepust Ne OO6beM cepun 955,000 KI'
Analytical Report No / 2002FP24000810 Date of Analysis / 29-03-2024
Ananurryeckuii otueT Ne Jara ananusa

Date of Manufacture / 03/2024 Date of Expiry / 02/2027
Jara npoussoacTea l'oaeH 1o

Analysis performed according ND / Ananus nposexen mo HI; TIN013283/01-130723

5 | Dissolution / PacreBopenue Unit-1/ Tabmn.-1 101% Not less than 80% (Q) of the labeled amount
" 3 of C21H25C1N203'2HC1 (CetiriZine
Unit-2 / Tabu -2 99% dihydrochloride) after 30 min. / He menee
Unit-3 / TaGa.-3 96% 80 % (Q) OoT HOMHHATBHOTO COAEPIKAHMS
S C2 1 H25C1N203 2HC1 (I_[CTI/IpI/ISI/IHa
0,
Unit-4/ TaGn.-4 99% aurgapoxyopun) yepes 30 mum.
Unit-5 / Tabmn.-5 99%
Unit-6 / Tabn.-6 99%
6 [Related Impurities by HPLC/
PoacrBeHHBIC IPpHMeECH
Impurity A / Ilpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %
. 0.005%) / Hrxe npenena o 5
Impurity B / Tlpumecs B obmapyserus (10 = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ Ipumecs C 0.01% /0.01% Not more than 0.2 % / He 6onee 0,2 %
Impurity D / [lpumecs D Not detected / ne oGHapyeHa Not more than 0.2 % / He Gonee 0,2 %
Impurity E / [Tpumecs E Not detected / He 06HapysicHa Not more than 0.2 % / He 6omee 0,2 %
Impurity F / TTpumecs F 0.03% / 0.03% Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | Not detected / ne obHapysKeHa Not more than 0.2 % / He 6onec 0,2 %
impurity / Jlrobas exuHuduHAS
HCUACHTH(OULIHPOBAHHASL 0.07%/0,07%
IPHMECH
Total impurities / 0.2% /0,2% Not more than 2.0 % / He 6omnee 2,0 %
Cymma npumeceit
7 | Assay / KonnuecTBeHHOe 10.01 mg /10,01 mr Not less than 9.0 mg and not more than 11.0

onpeacjicHue

100.1% / 100,1%

mg C2]H25C]N203 -2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 mr
C51H,5CIN,O5-2HCI (ueTupuszuHa
quragpoxsiopua) B tabnerke (ot 90 % mo
110 % OT HOMHHAJILHOTO COAEPIKAHUS).

Remarks : The Product confirms to ND/
Ipumeuanue; [Ipoaykr cooreTcTBYET TpeboBanusim HJL

Conclusion : APPROVED /
Zaxaruenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Ulivunuaulicu woupy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Mpozyir: Llerpun, TabneTku, NOKPLITEE MIeHo4HOH 06omouxoii, 10 mr

Batch No / B2400735 Batch Quantity / : 955.000 KG/
Cepus Ne O6BeM cepin 955,000 KI' B
Analytical Report No / 2002FP24000810 Date of Analysis / © 0 29-03-2024

AHanuTHuecKui otgeT No
Date of Manufacture /
Jara mpou3BoacTBa

Jara ananusa

03/2024 Date of Expiry / ¢ 0272027

l'oaeH a0

Analysis performed according ND / Ananus nposeaen no HJI: 1 N013283/01-130723

8

Subdivision of tablets /
OaHopoAHOCTL MACC NPH
JeJIeHHH TabJeToKk

Complies as prescribed /
CooTtBetcTBYET 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. /
TabneTky COOTBETCTBYIOT —TpeOOBaHHAM,
ecnu He Oonee 1 emunmuHas  Macca
OTKJIOHSETCS 3a npeaeiant 85 % - 115 % or
cpenHei MAaccChl. Tabnerxu He
COOTBETCTBYIOT TPeOOBaHMSAM, eciau Ooiee
yeM | MHAWBHAyaNbHAS Macca OTKIOHIETCS
OT OJTHUX NOPEReNIOB  Wid, eciu |
WHAWBHAyaIbHAs Macca OTKIOHAETCA 3a
npexenst 75 % - 125 % ot cpenneii Maccol.

Microbiological purity* / Mukpo6uosiornyeckas 4HcToTa*

a) Total Aerobic Microbial
Count / O6mee uucio
a’pOoOHBIX MEUKPOOPTaHU3MOB

Not Applicable

Not more than 1000 CFU/g /
He 6oaee 1000 KOE/r

b) Total Combined Yeast and
moulds count / O6mee yuncno
OPONOKEBBIX M IIECHEBBIX
rpuboB

Not Applicable

Not more than 100 CFU/g /
He Gonee 100 KOE/r

¢) Escherichia Coli

Not Applicable

Shell be absent in 1 g /
OrcyrctBre B 1 T

Remarks : The Product confirms to ND/
Ipumeuanne; [Tpoayxr coorsercTBYeT Tpeboanmsam HJL

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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UliLulitnulicu wupy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
| Tpoayxr: Llerpus, TabneTky, NOKPHITHE ICHOYHOH 060104K0ii, 10 Mr

Batch No / B2400735 Batch Quantity / ¢ 955.000 KG /
| Cepust Ne O6bpeM cepui 955.000 KI'

Analytical Report No / 2002FP24000810 Date of Analysis / 29-03-2024
| AHauTHUCCKHMA OTYeT Ne Jarta ananusa

Date of Manufacture / 03/2024 Date of Expiry / 02/2027
ara npousBoacTsa [ojeH 10

Analysis performed according ND / Auanns nposexex o HJI: [ N013283/01-130723

10

Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Ilo
10 TabneToK B
[IBX/TIBAX//antoMiHHEBOM
omuctepe. [To 2 Gmmcrepa BMecTe ¢
UHCTPYKIMEH 1[0  IPHMCHEHHIO
YIAaKOBaHBI B ITAYKy KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox =B
INBX/TIBJX//anmromunneBom Gructepe. Ilo
2 i 3 OnucTepa BMECTE C MHCTPYKIHEH 1O
OPUMCHEHMIO  YHAKOBaHBI B MAuKy
KApPTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B coorsercreun ¢ H/Jl

12 | Storage conditions / At temperature below 25 °C. / Ilpu temneparype He Bbimme 25 °C.
XpaneHue

13 | Shelf life / Cpok roanocrn 3 years / 3 roma

*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 / IIpogooumcesi npou3gooumenem npu bINycKe NePUOOUHEcKl: O
kaxcooii 20-o0ti cepuu unu He menee 1 pasa ¢ 200. [lokazamenv moscem 6oimov He exmoyen ¢ Cepmuguxam

aHan3a Qupmoi.

Remarks : The Product confirms to ND/
IIpumeuanue: [poaykr cooTBercTBYET TpeOOoBanmsiM HJL

Conclusion : APPROVED /
3axmouenne: O JOBPEHO

WI-GLOB-QA-0669-2.0
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UIIGULILIVIIEU WUPY

ELECTRONIC SIGNATURES

Dr.Reddy's €i¢

Title

B2400735

Document No.
- Version

QUA-FT02-3096
- 1.0, CURRENT

Approved Date

29-Mar-2024
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