CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

"Product : Cetrine film-coated tablets 10 mg

[poayxT: Lerpuil, TabaeTiH, IOKPLITLIE MIICHOYHOH 0007101KOMH, 10 MT

Uncontrolled Copy

coated tablets with a break line on
one side. White core on cross section.
/ Kpyribie NBOSKOBLIMYK/IbIE
TabNeTKH, TOKPHITHIE TUIEHOTHOH
obooukoii 6esoro BeTa, ¢ pUCKOH
Ha ofiHOH cTopore. Ha monepeynom
paspese sapo Genoro 1Bera.

Batch No / . B2401902 Batch Quantily / . 955KG/
Cepus Ne O0BeM cepun 955 KT’ -
Analytical Report No / 2002I'P24001464 Date of Analysis / 21-06-2024
Ananutryeckuit otyeT Ne Jara anannia
Date of Manufacture / 06/2024 Date of Expiry / 05/2027
Jlata npousBoACTBa T'onen no
Analysis performed according ND / Axanu3 nposenen o HJI: II N013283/01-130723
Ne Test / Iloka3zaTens Result / Pe3yabTaThl Specification / Hopma
1 | Description / Onucaunue White colored, round, biconvex film- | 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 JBOsIKOBbIIyKIIbIE
TabJICTKY, TIOKPHITHIE IUIEHOYHOM
06070uKkoii Oemoro UMM TOYTH 6eNoro
I[BETa, C PUCKOM Ha OAHOH cropone. Ha
MOTIEPEYHOM paspese SAPO OT 6eyoro Ao
oYty 6€JI0T0 IBETA.

Remarks : The Product confirms to ND/

IIpumeuanne: IIpoaykT cooTBeTCTBYET TpeGoBamusam HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3ZA

Product : Cetrine film-coated tablets 10 mg

IMpoaykt: HeTpuit, TabaeTKH, TOKPLITLIE ILIEIToYII0H 0bonoukoi, 10 Mr

JaTa npoussoacrsa

Tonen no

Batch No / : B2401902 Batch Quantity / ¢ 955 KG/

Cepust Ne ObmBeM cepuu 955KI"
Analylical Report No / 2002FP24001464 Date of Analysis/ 21-06-2024
Ananutugeckuit oruer Ne Jara aHanuza

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

Analysis performed accordEg ND / Ananus niporencu mo HJT: IT N013283/01-130723

2

Identification. Cetirizine / IllognunanocTs. lleTHpusun

1. HPLC/B2XX

Complies as prescribed /
CoO0TBETCTBYET 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 ynepxusanus
OCHOBHOTO IIMKa Ha  XPOMATOrpaMMe
UCTTBITYEMOTO pacrsopa JIOKHO
COOTBETCTBOBATh BPCMCHU  YIEP)KUBAHHSA
OCHOBHOTO IHKA HA  XPOMATOrpamMMe
pacTBopa CTAaHAaPTHOTO oOpasua
LeTHPU3HHA THAPOXJIOpHZA (pasnen
«KonnuectseHnoe onpeneneHme»).

2. UV spectrophotometry /
Y®-criekTpodoToMeTpHs

Complies as prescribed /
CootBercTBYeT TpeOOBAHHIM

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®-crekTprl
OOTJIOIEHHsT HCHBITYEMOTO pacTBopa u
pactBopa CTaHaPTHOTO obpasua
UETUPU3MHA THUAPOXJIOpUAa B 00JacTd oOT
200 no 400 HM FOJXKHBI UMETH MaKCUMYMBI
MTOTTIONICHAS TIPH OJHOW W TOH JKe IIHHE
BOJIHBI ¢ JOMYCTUMBIM OTKIOHEHHMEM * 2
HM.

Water / Boxga

2.7% wiw 1 2,7%

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

Uniformity of dosage units /
Oanopoanocts
A03MPOBAHURA

6.1/6,1

Acceptance value (AV) should be not more
than 15.0 / Tlokazatenp mnpHEMIIEMOCTU
(AV) nosmxeH ObITh He Gostee 15,0,

RemarKks : The Product confirms to ND/

Ilpumevanue: ITpoaykTt cooTBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Unconitrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Ipouykr: Ierpnu, tabuciku, TOKPLITLIC nacnounoif 06on04koi, 10 mr

Batch No / 1 B2401902 Batch Quantity / : 955 KG/

Cepust Ne O6bem cepuu 955 KI’ -

' Analytical Report No / 2002FP24001464 Date of Analysis / 21-06-2024
AHanuTH4eckui oTyer Ne Jara anannsa

Date of Manufacture / 06/2024 Date of Expiry / 05/2027 '
JlaTa Ipou3BOACTBA I'ogen 1o

Analysis performed according ND / Ananns MPOBEJIEH 110 HJI: 1 N013283/01-130723

Not less than 80% (Q) of the labeled amount

onpegejgeHue

101.5% / 101,5%

5 | Dissolution / PacTBopenue Unit-1/ Ta6u.-1 99%
= ~ Py of C2|H25C1N203'2HC] (cetirizine
URiE2Y TE0T.:2 98% | dihydrochloride) after 30 min. / He metee
Unit-3 / Tabn.-3 99% 80 % (Q) oT HOMHHAJBHOTO cofiepKaHus
Unit-4 / Ta6n-4 98% C2|H25CIN203'2HC1 (HGTI/IpH?:I/IHa
jauruapoxiopux) uepes 30 Mun.,
Unit-5 / Ta6n.-5 95%
Unit-6 / Tabn.-6 99%
6 |Related Impurities by HPLC/
PojicTBEHHBIE TPUMECH
Impurity A / TIpuvecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He Gonee 0,2 %
D 0.005%) / Huxe npenena - o =
Impurity B / Ilpumecs B obuapykerms (TTO = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
4 0
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Ilpumecs D Hipke npeniesia KOJIMYECTBEHHOTO Not more than 0.2 % / He 6onee 0,2 %
: st (1IKO = 0,010%
Impurity E / Ilpumecs E onpezeneHus ( ) Not more than 0.2 % / He 6osiee 0,2 %
- Less than Limit of Detection (LOD =
Impurity F / ITpumecs F 0.006%) / Hiske mpenena Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified |06uapysxeuus (ITO = 0,006%) Not more than 0.2 % / He 6onee 0,2 %
impurity / Jiobas enuHUYHAA Not detected / ne 061-1apy>1<e1{a
HeUAeHTHPUUMPOBAHHAS 0.06% / 0.06%
npuMech v
Not detected / He obHapyxena
0.07%/0,07%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumecei
7 | Assay / KosimvecTBeHHOe 10.15 mg/ 10,15 mMr Not less than 9.0 mg and not more than 11.0

mg C;H,5CIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr mo 11,0 mr
C,1H,5CIN,O5-2HCI (uetupusuna
murugpoxuopua) B tabmerke (otr 90 % no
110 % oT HOMHHAIIBHOTO COJEPHKANUS).

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT coorBercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJINU3A
Product : Cetrine film-coated tablets 10 mg ) B
[poayxT: Llerpui, Tabnerku, noKpbi1be wienodnoi oboioukoii, 10 mr
Batch No / . B2401902 Batch Quantity / D955 KG/ 1l
Cepust Ne. o O0bem cepun 955 KI" -
“Analytical Report No / 2002KP24001464 Date of Analysis / 21-06-2024 I
AnanuTHyeckuit ordeT No Hata ananmza
Date of Manufacture / 06/2024 Date of Expiry / 05/2027 B
| JlaTa IpoM3BOACTBA T'onen no

Analysis performed according ND / Ananus nposenen o HJI: 1T N013283/01-130723

8

Subdivision of tablets /
OHOpPOAHOCTHL Mace MPH
JAeJIeHUH Ta0JeTOK

Complies as prescribed /
CooTrsercTByer TpeGOBAHUAM

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. /

TabneTkn COOTBETCTBYIOT TpeboBaHusaM,
ecnmn  He Oosee 1 eauHMyHas Macca
OTKJTOHSeTCS 3a mipejiens! 85 % - 115 % or
cpeqHei MAacChl. Tabnerku He

COOTBETCTBYIOT TpeOOBaHHAM, ecnu Oonee
yeM | MHAMBUIyaNbHAsE MACCA OTKIOHAETCS
OT 9THX [OpelenoB  wiu, ecium |
UHIHBU/IyaJbHAs Macca OTKIIOHAETCS 3a
npeneisl 75 % - 125 % ot cpenneit maccebl.

Microbiological purity* / Mukpo6unonoruyeckas uynucrora*®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obmiee 1mCIIO He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPTAHM3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /

moulds count / O61uee yucio
JPOJOKEBBIX M TUIECHEBBIX
rpubos

He 6onee 100 KOE/r

¢) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
Otcyrcreue B 1 1

Remarks : The Product confirms to ND/
IIpumedanue: IIpoaykT coOTBETCTBYET Tpebopauuam HJ

Conclusion : APPROVED /
3aknouenue: OJJOGPEHO

WI-GLOB-QA-0669-2.0
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CERTIFICATE OF ANALYSIS

Analysis performed according ND / Ananu3 nposenen mo HJI: I N013283/01-130723

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tahlets 10 mg

Hpoaywr: Llerpun, rabnerki, NokphiThie naedoynol oboaoukoii, 10 mr

Batch No / ;132401902 Batch Quantity / : 955 KG/

CepusaNe - O6BeM cepun 955 KT B

Analytical Report No / 2002FP24001464 Date of Analysis / 21-06-2024
| AHaaMTHYECKHH oTyeT No Jata ananusa §

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

Mara nponsBoacrsa l'ogen o o

10 tablets in PVC/PVDC//aluminum blister.

Uncontrolled Copy

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / o | in a carton. / Ilo 10 Tabnetox B
10 TabJIeTOK B | [IBX/TIBJX//antoMuanesoM Gummcrepe. Ilo
IBX/TIBAX//antoMirHHEBOM 2 yny 3 6rmcTepa BMECTE ¢ MHCTPYKIHUEH 110
6nucrepe. [To 3 Onucrepa BMecTe C© | IPMMEHEHHK)  YNAKOBAHbI B TNayKy
HHCTPYKLMEH [0  NPUMEHEHHIO | KAPTOHHYIO.
YIAKOBAHBI B 124Ky KapTOHHY!O.

11 | Labeling / MapkupoBka According to ND / B cooreerctenu ¢ HJ

12 | Storage conditions / At temperature below 25 °C. / [Tpu Temneparype He Boine 25 °C.

XpaHeHue
13 | Shelf life / Cpok roanoctu 3 years /3 roga

*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 / Ilposodumcsi npousgooumenem npu 6oinycke nepuooudecku. ons
kanxcooti 20-oti cepuu unu ne menee 1 pasa é 200. [lokazamens mosicem boims He ginioven ¢ Cepmughuxam

aHanuza Gupmol.

Remarks : The Product confirms to ND/
ITpumeyanue: [IpoaykT cooTBeTcTBYCT TpeGoBanusaM HJI

Conclusion : APPROVED /
3axmouyenne: OJJOBPEHO
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Uncontrolled Copy
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B2401902
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