Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

IMpoayxr: 1TeTpuH, TabIeTKH, MOKPHITHIE INIEHOUHOH 060m0uKo#, 10 Mr

Batch No / B2402078 Batch Quantity / : 955KG/ N R
| Cepus Ne O6neM cepun 955 KI'

Analytical Report No / 2002FP24001569 Date of Analysis / 30-06-2024

Ananutuyeckuii oruer Ne a Jara ananusa

Date of Manufacture / : 06/2024 Date of Expiry / 05/2027 |
| JlaTa mpousBoAcTBa T'onen o

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

Ne Test / lokazaTenn Result / PesyabTaThl Specification / Hopma

1 | Description / Ommcanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriible ABOSIKOBBINYKIIbIE
TabNeTKH, MOKPHITHIE TNIGHOYHON
o6omnoukoii 6enoro 1BeTa, ¢ pUCKOH
Ha ofHoM cTopone. Ha nonepeuyHom
paspese aapo 6enoro usera.

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. / KpyIjele ABOSAKOBEINyKIbE
TabJIETKH, TIOKPBITHIE JIEHOYHOH

obonoukoii Oemoro wid IOYTH 6enoro
nBera, ¢ PUCKOH Ha ofHOH cTopone. Ha
noIepedHOM paspese AApo OT Gejoro o
rnoyTH 6€JI0ro 1BETA.

Remarks : The Product confirms to ND/

Ipumevanne: IIpoaykT cooTBeTCTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

| [TpoayxT: LleTpun, TAONETKH, IIOKPBITHIE INIEHOYHOK obonoukoit, 10 Mr

Batch No / B2402078 Batch Quantity / : 955 KG/
| Cepus No Obnem cepunt 955 KTI'

Analytical Report No / 2002FP24001569 Date of Analysis / 30-06-2024 -
| Ananntuueckuit otyer No B Jlata aHanuza -

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

JlaTa mpou3BOJCTBA T'onen no

Analysis performed according ND / Ananus nposesen o HJ1: 11 N013283/01-130723

2 | Identification. Cetirizine / TogmuuHocts. IeTHpusun

1. HPLC/B2XX Complies as prescrib

CooTBeTcTBYET 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 ymepixnsanus
OCHOBHOTO IHKa Ha  XPOMAaTorpamme
HCIIBITYEMOTO pacTopa JOJKHO
COOTBETCTBOBATE BPEMEHH  YIEP KUBAHMA
OCHOBHOTO ~ THKA HAa  XPOMaTOrpamMMme
pacTBopa CTaHAAPTHOTO obpasua
LEeTHPN31HA ruIpoxJaopuia (pasnen
«KonuuecTBeHHOE OIIpeeIeHHEY).

ed /

2. UV spectrophotometry / Complies as prescrib

Y®-cnektpodoTomeTpus

CooteeTcTBYeT TpebOBaHHAM

ed/ 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. / Y®-cnekrpst
TIOTJIONIICHUS! HCUBITYEeMOTO0 pacTBopa U
pacTBOpa CTaHAAPTHOTO o6pasua
LETUPH3MHA TUApoxaopuia B obyactu ot
200 mo 400 HM JHOIDKHBI UMETh MAKCHMYMBI
MOTJIOLICHHSL NMPU OFHOM K TOHM XKe JUIMHE
BOJIHBI C JOMYCTUMBIM OTKIOHEHHEM * 2
HM.

Water / Bona 2.9% wiw [ 2,9%

Not more than 8.0 % / He Gonee 8,0 %

Uniformity of dosage units / 3.0/3,0
OanopoaHocTs

A03UPOBAHHUS

Acceptance value (AV) should be not more
than 150 / Tlokaszarenb NPUEMIEMOCTH
(AV) momxen ObITH He Gonee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanue: IIponykT coorBeTcTBYET Tpeboranusiv HJL

Conclusion : APPROVED /
Jaxmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTITICATL OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrine {ilm-coated tablets 10 mg
| IpoaykT: IleTpuH, TabneTKH, IOKPHITHIE MIEHOUHOU 060m0uKOoH, 10 M

onpeaeaenue

100.6% / 100,6%

Batch No / B2402078 Batch Quantity / : 955 KG/
Cepus No Jam O06nem cepun 955 KT" )
Analytical Report No / 2002FP24001569 Date of Analysis / : 30-06-2024
AHRanuTHYECKUH OoT4YeT No JlaTa adanu3a
Date of Manufacture / 1 06/2024 Date of Expiry / 05/2027
JlaTa MpOMU3BOJCTBA Tonen o
Analysis performed according ND / Auanus nposeaen no HJ: T1 N013283/01-130723
5 | Dissolution / PacTBopenne Unit-1/Tabn.-1 99% Not less than 80% (Q) of the labeled amount
- = = of  C;H,:CIN,0,-2HCI (cetirizine
HRIGE, SiEomse Lo dihydrochloride) after 30 min. / He mence
Unit-3 / Tabn.-3 99% 80 % (Q) OoT HOMHMHAIBLHOIO COJEpPKAHUS
Unitd  Tabnd 98% C,1Hy5CIN, 05 2HCI (ueTnpusuna
auruapoxiopua) uepes 30 MuH.
Unit-5 / Tabn.-5 99%
Unit-6 / Tabi.-6 98%
6 |Related Impurities by HPLC/
PoacTBeHHble MpUMecH
Impurity A / IIpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %
= 0.005%) / Huxe npeaena : 5
Impurity B / Ilpumecs B obrapyxerms (L0 = 0,005%) '_I_\I_ot more than 0.2 % / He 6onee 0,2 %
Impurity C / Ilpumecs C 0.01% /0,01% Not more than 0.2 % / He 6onee 0,2 %
Impurity D / ITpumecs D Not detected / e obiapyxena Not more than 0.2 % / He 6ousiee 0,2 %
Impurity E / TIpumecs E Not detected / ne obrapysKena Not more than 0.2 % / He 6onee 0,2 %
Impurity F / ITpumecs F 0.06% / 0.06% Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | Not detected / He oBHapyKeHa Not more than 0.2 % / He 6onee 0,2 %
impurity / Jro0as exunnyHas
HeuaeHTH)NIHPOBAHHAS 0.08% / 0,08%
HNpUMECh
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
CymMMma nipumeceit
7 | Assay / KonnuecTBeHHOE 10.06 mg/ 10,06 mr 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 no 11,0 mr
C,1H,5CIN,O5-2HC1 (ueTupuzuHa
qurugpoxiopra) B tabnerke (ot 90 % no
110 % oT HOMHHAIBLHOTO COAEPIKAHUS).

Remarks : The Product confirms to ND/
IMpumeuanue: IpoayKT cOOTBETCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Jaxiouenue: OJJOBPEHO
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Uncontrolled Copy

CERTITICATL OI' ANALYSIS

Product : Cetrine film-coated tablets 10 mg

[Mpoayxr; LleTpyH, TabIeTKH, NOKPBITIE IEHOUHOM 060104KoM, 10 Mr

CEPTUD®UKAT AHAJIM3A

- 955 KG/

Batch No / B2402078 Batch Quantity /

Cepusa No B el Obnbem cepun 955 KT’

Analytical Report No / 1. 2002FP24001569 Date of Analysis / 30-06-2024
| Ananuruyeckuil otuer Ne JlaTa ananusa

Date of Manufacture / : 06/2024 Date of Expiry / 05/2027 -
Jarta mpou3BoICTBa Tonen no

Analysis performed according ND / Ananu3 nposenen o HJI: IT N013283/01-130723

8 | Subdivision of tablets /
OIHOPOOHOCTL MACC NIPH
aeJIenuy Tad1eTok

Complies as prescribed /
CoorBercTByeTr TpedOoBaNHIM

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. /
TabaeTKH COOTBETCTBYIOT TpeGoBaHMAM,
ecmd  He Oomee 1 eOMHAYHaA Macca
otknousiercs 3a npeuenst 85 % - 115 % or
cpenHeit MAacCCHI. Tabnerku HE
COOTBETCTBYIOT TPeOOBaHUSM, eciu Gojiee
yeM 1 MHAMBHIYyaNpHas Macca OTKJIOHAETCS
OT JTUX UpejesoB  wnH, ecin |
WHAVBAZyalbHag Macca OTKIIOHSIETCA 3a
mpenensl 75 % - 125 % oT cpeaneil maccbl.

9 [Microbiological purity* / Mukpodnoaoruueckas yucrora*®

a) Total Aerobic Microbial
Count / O61iiee uncno
a3pOOHBIX MUKPOOPTaHHU3MOR

Not Applicable

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

b) Total Combined Yeast and
moulds count / O6ruee yncno
JPOAIKEBBIX U IIIIECHEBBIX
rpubos

Not Applicable

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) Escherichia Coli

Not Applicable

Shell be absent in 1 g/
OrcyrcrBue B 1 r

Remarks : The Product confirms to ND/

IMpumeuanne: [IpoayKT cooTBETCTBYET TpedboBanusm HJI

Conclusion : APPROVED /
3akuwuenue: OJIOBPEHO
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Printed By: Ajay Kumar.....

Page 4 of 6

Printed Date & Time (IST):

30-06-2024 18:34:13




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

“Product : Cetrine film-coated tablets 10 mg
[poayxr: LleTpun, TabneTKH, TOKPEITEIE mIeHo4YHol obonoukoi, 10 Mr

Batch No / B2402078 Batch Quantity / : 955KG/

Cepus Ne - - ObneMm cepyu 955 KI'

Analytical Report No / 2002FP24001569 Date of Analysis / 30-06-2024 o
Amnanutuueckuii otuer Ne JlaTta aHanu3a

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

JlaTta IpoH3BOJCTRA T'omen mo _

Analysis performed accor&ing ND / Ananu3s npoesier o HJI: ITN013283/01-130723

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 2 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / Ilo |in a carton. / Ilo 10 TaGnerox B
10 TabeTok B | IBX/TIBJIX//amomunnesom 6micrepe. Io
[IBX/TIBAX//amoMuareBOM 2 v 3 6iaucTepa BMECTE ¢ MHCTPYKLMEH o
omucrepe. Ilo 2 Gmuctepa BMECTE C | IPUMCHEHHIO  YMAaKOBaHBl B Nayky
MHCTpYKUHell 10  NPHUMEHEHHIO | KApTOHHYIO.
YMAKOBAHAI B IAYKY KAPTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cootsetctsuu ¢ HJI,

12 | Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype He Beie 25 °C.

Xpanenue

13

Shelf life / Cpox rognocTn

3 years / 3 roza

*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 / IIpogodumes npousgooumenem npu binycke nepuoouiecku. 0is
kagicdoti 20-oi cepuu unu ne menee I pasa & 200. Iokazamens moxcem Goimes ne sxnowern ¢ Cepmugpuxam

asanuza upmel.

Remarks : The Product confirms to ND/
Iprameuanne: TpoaykT cooTBeTCTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akuaouenue: OJJOBPEHO
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