CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
TTpoaykr: LeTpun, TabneTku, MOKPLITLIE TTEHOYHOMH 000709KO#M, 10 Mr

Batch No / B2402838 Batch Quantity / : 955KG/ 955KT
Cepus Ne O6beM cepun

Analytical Report No / : 2002FP24002117 Date of Analysis / 30-08-2024
AHanutuueckuii otuer Ne JlaTa aHanuza

Date of Manufacture / 08/2024 Date of Expiry / 07/2027

Jlata npousBoacTBa T'onen no

Uncontrolled Copy

Analysis performed according ND / Ananmu3s nporenes mo HJI: TT N013283/01-130723

No

Test / Tloka3zaTean

Result / PesyanTarsl

Specification / Hopma

1

Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrable qBOAKOBBINYKIIBIE
TabJIETKH, TOKPHITHIE MNICHOYHOMN
obonoukoii 6enoro ueera, ¢ pUCKOid
Ha ozHO#M cropoHe. Ha momepevnoM
pazpese sapo Genoro ugera.

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. / Kpyrnele BOSKOBBIMYKIIBIE
TaOIETKH, MOKPBITHIE TITEHOYHOMN

obosioukoii Oenoro wWId nouTH Oenoro
1BeTa, ¢ pHcKoii Ha onHoit cTopoHe. Ha
ToriepeyHoM paspese 4Apo OT Genoro Io
MoyTH 6€ENoro LUseTa.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipogykr cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akmouenne: OIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
TTponyxrt: IleTpuH, TabneTkH, MOKPLITEIE IEHOWHOH 06omoukoi, 10 mr

Batch No / : B2402838 Batch Quantity / : 955KG/ 955KT
Cepust Ne O6bem cepun

Analytical Report No / : 2002FP24002117 Date of Analysis / : 30-08-2024
AHanuTHYeckuil oTueT Ne JaTa ananuza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027

Jara npounssoacrea T'omen no

Analysis performed according ND / Ananuz npoeenen o HJI: TTN013283/01-130723

2 | Identification. Cetirizine / Ilopnuanocts. lleTnpuzun

1. HPLC/B3XX

Complies as prescribed /
CoortBeTcTByeT TpeOOBaHHAM

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 ynepkuBaHus
OCHOBHOTO [MMK4 HA  XpOMarorpamme
HCTIBITYEMOTO pacTBOpa JOIDKHO
COOTBETCTBOBATH BPEMEHH  YICpPIKUBAHUS
OCHOBHOIO MHMKa Ha  Xpomarorpamme
pactBopa CTaHIaPTHOTO obpasua
[ETHPU3HHA THIpOXIIOpHIa (pazmen
«KonnyecTReHHOE ONpeAeTIeHNER ).

2. UV spectrophotometry /
Y®-cnekrpodoTomeTprs

Complies as prescribed /
CooTBeTCTBYET TPEGOBAHUAM

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm to 400
nm should exhibit mavima absorbance at
about the same wavelengths with an allowed
variation of +2 nm. / VY®-cmekrpsl
TOTNIOIIEHHS] WCTBITYyEMOr0 pacTBopa H
pacTBopa CTaHAAPTHOTO obpazua
LEeTHpU3NHA THApOXIIOpHaa B 0o0NactTd oT
200 g0 400 HM HOMKHBI UMETH MAKCUMYMbI
MOCNIOLIEHHs. TIPH OXHOM U TOM >ke IITUHE
BOJIHBI C JAOIYCTUMEIM OTKIIOHEHMEM + 2
HM.

3 | Water/ Boaa

3.0% wiw / 3,0%

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

4 | Uniformity of dosage units /
OnnopognocTs
RO3HPOBAHASA

39/3,9

Acceptance value (AV) should be not more
than 15.0 / TlokazaTens mnpUEMIEMOCTH
(AV) nomxeH 6bITh He Honee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanmne: I[Ipoaykt cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmoaenne: OJJOBPEHO
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Printed Date & Time (IST): 30-08-2024 17:27:28




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
TTpouykT: IleTpwH, TabeTkH, TOKPLITEIE TIIEHOYHOM oGonoukoit, 10 Mr

Batch No / B2402838 Batch Quantity / : 955KG/ 955 KT
Cepus No O6beM cepuu

Analytical Report No / : 2002FP24002117 Date of Analysis / 30-08-2024
AHanutudeckmit otuet Ne Harta ananusa

Date of Manufacture / 08/2024 Date of Expiry / 07/2027

JlaTta npou3BoacTBa T'onen no

Analysis performed according ND / Ananus nposenen no HII: TT N013283/01-130723

5 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1 99% Not less than 8§0% (Q) of the labeled amount
s R - of  C,H,5CIN,O5-2HCI (cetirizine
Unit-2/ Ta6n.-2 99% dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 101% 80 % (Q) oT HOMHHAITBEHOTO COIEpPKaAHHUS
Unitd  TabnA 101% C,H,5CIN,O;-2HCI (uetTnpuznHa
quruapoxnopua) uepes 30 MuH.
Unit-5 / Ta6bn.-5 99%
Unit-6 / Tabn.-6 101%
6 |Related Impurities by HPLC/

POI(CTBCHHBIC NIpUMECH

Impurity A / IIpumecs A

Impurity B / Ilpumecs B

Impurity C / TTpumecs C

Impurity D / ITpumecs D

Impurity E / [Tpumecs E

Not detected / He oOHapyxeHa

Less than LOQ (LOQ = 0.010%) /
Hinke npegena KoNu4ecTBEHHOTO
onpenenenus (ITKO = 0,010%)

Less than LOQ (LOQ =0.017%) /
Hwke npegena KoMMUECTBEHHOTO
onpenenenus (IIKO = 0,017%)

Impurity F / IlpumMecs F

Any individual unidentified
impurity / Jlrobas emxuHugHas
HeUACHTHOHLHUPOBAHHAS
npumech

Not detected / He oOHapykeHa
0.05%/0,05%

Less than Limit of Detection (LOD =
0.015%) / Huke mpenena
obHapyxerust (ITO = 0,015%)

0.07%/0,07%

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

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

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

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

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

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

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

Total impurities /
CymMa npumMeceit

0.1%/0,1%

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

Assay / KotuuecTBeHHOE
onpejgesieHue

10.13 mg/ 10,13 mr
101.3% /101,3%

Not less than 9.0 mg and not more than 11.0
mg C,H,5CIN,05-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,H,5CIN,O5-2HCI (ueTnpuzvHa
murugpoxiopun) B tabnietke (ot 90 % mo
110 % OT HOMHHAJILHOTO CONIEPIKAHUS).

Remarks : The Product confirms to ND/
IIpumeuanue: [IpogykT cooTBeTcTRYET TpeboBaHUaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

[Tpoaykr: Lletpun, TabreTkH, MOKpLITHIE TUTeHOYHOH ofonoukoi, 10 Mr

Batch No / B2402838 Batch Quantity / : 955KG/ 955 KT
Cepus Ne O6beM cepum

Analytical Report No / : 2002FP24002117 Date of Analysis / 30-08-2024
AHanuTH4eckuii oTyeT Ne JlaTa ananusza

Date of Manufacture / 08/2024 Date of Expiry / 07/2027

JlaTa npou3BoACTBa

Tonen oo

Analysis performed according ND / Ananus nposenen nmo HJ: TTN013283/01-130723

8 | Subdivision of tablets /
OnpHopogHOCTHL Mace Npu
JeJIeHUH Ta0/IeTOK

Complies as prescribed /
CooTBeTCTRYET TpeOOBAHUAM

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. /

Tabnerkn COOTBETCTBYIOT TpeOOBaHUAM,
eciu He Oonmee | exaWHWYHas Macca
OTKJIOHAETCA 3a npenensl 85 % - 115 % ot
cpeaHeit Macchl. Tabnetkn HE

COOTBETCTBYIOT TpeboBaHWAM, ecnu Oonee
yem | UHAUBUAYaNLHAd MAcca OTKIOHAETCS
OT OJTHX mpemenoB wumu, ecian |
WHOMBUAYyaNbHAas Macca OTKIIOHSEeTcs 3a
npenenst 75 % - 125 % ot cpeiHel Maccel.

9 |Microbiological purity* / Makpoounonornueckasi yncrora*

a) Total Acrobic Microbial
Count / Ob1mee yncito
a’pOGHBIX MUKPOOPTaHH3MOB

Mot Applicable

Not more than 1000 CT'U/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast and
moulds count / Obuee yncno
JIPOOKEBBIX M TUIECHEBBIX
TprboB

Not Applicable

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

c) Escherichia Coli Not Applicable

Shell be absentin 1 g/
OrcyrctBue B 1 T

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axawgenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTA3A

Product : Cetrine film-coated tablets 10 mg
TTponyxr: LeTpun, TabineTKH, TOKPLITHIE MIEHOYHOMW 000m0ukoi, 10 Mr

Batch No / B2402838 Batch Quantity / : 955KG/ 955KT
Cepust Ne O6weM cepun

Analytical Report No / : 2002FP24002117 Date of Analysis / 30-08-2024
AHanutudeckuii otuet Ne Jlara aHanu3za

Date of Manufacture / 08/2024 Date of Expiry / 07/2027

JlaTta pou3BOaCTBA T'onen no

Analysis performed according ND / Ananus nporenen o HJ[; TIN013283/01-130723

10

Packaging / Ynaxoeka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / TTo
10 TabJIeToK B
TIBX/TIBIX//amoMiHHEROM
ommmctepe. Ilo 3 6mucTepa BMecTe ¢
UHCTPYKIMEN 10  MPUMEHCHHIO
YHaKOBaHbI B MAUKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerokx B
TIBX/TIBJX//antomurnesoMm 6micrepe. Ilo
2 unun 3 6nKcTepa BMeCTe ¢ MHCTPYKLMEH Mo
MPHMEHEHNI0  YTIaKOBaHBI B TMA4YKy

KapTOHHYIO.

11

Labeling / MapxnpoBka

According to ND / B cooreeTcTBMM ¢ H/J

12

Storage conditions /
Xpanenne

At temperature below 25 °C. / Ilpu Temneparype He Bbiie 25 °C.

Uncontrolled Copy

13

Shelf life / Cpok rognocTn

3 years /3 rona

*Test is performed periodically with the interval of 1 from 20 balches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIposodumcs npouszgodumenem npu 8blnycke NepuoOULecKu: O
kaoicooi 20-o0ti cepuu wiu ne menee 1 paza e 200. Ioxazamenv mosicem 6vimy He sxnover 6 Cepmugpuxam

ananuza Qupmei.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipogykr cootBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 5 of 6

Printed Date & Time (IST):

30-08-2024 17:27:28




Uncontrolled Copy

ELECTRONIC SIGNATURES
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