CERTIFICATE OF ANALYSIS
CEPTHO®HNKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

IIponykr: IletpuH, TabaeTKH, MOKPHITHIEC NIEHOYHOMN 0601049K0#, 10 MT

Uncontrolled Copy

Batch No / B2403885 Batch Quantity / : 955KG/
Cepus Ne O6beM cepud 955 KT
Analytical Report No / : 2002FP24002900 Date of Analysis / 30-11-2024
Ananurugeckuit otaer Ne JlaTa anammsa
Date of Manufacture / 10-2024 Date of Expiry / 09-2027
JlaTa npousBoacTBa T'onen no
Analysis performed according ND /- Ananu3 nposenes no HJI: [T N013283/01-130723
Ne Test / [Tokazarenn Result / PezyasTaThl Specification / Hopma
1 | Description / Onncanune White colored, round, biconvex film- | White or off-white colored, round, biconvex

coated tablets with a break line on
one side. White core on cross section.
/ KpyTnsie IBOSKOBEITYKIEIE
TabNeTKH, IOKPLITEIE IIEHOTHOM
0600uKoii 6eoro 1BeTa, ¢ PUCKOM
Ha omHOM cTopoHe. Ha momepeynom
paspese sapo Genoro LBera.

film-coated tablets with a break line on one
side. White to off-white core on cross
section. / Kpyryisle [IBOSKOBBITYKIIEIE
Tabnerkw, TIOKPBITHIE TUTEHOYHOM
obonmouxoit Oemoro maIM TOYTH Oeyoro
1B€Ta, C PUCKOH Ha omHo# cropoHe. Ha
nomepegHoM paspese AApo oT 6enoro mo
noaTH 6enoro BeTa.

Remarks : The Product confirms to ND/

IIpnmeuanne: ITpoaykT cooTBeTCTBYET TpeboBammam HJI

Conclusion : APPROVED /
3axmogenne;: OJJOGPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHD®HUKAT AHAJITHA3A

Product : Cetrine film-coated tablets 10 mg
IMponykT: IleTpun, TabneTky, NOKPHITHIE IIIEHOYHOH 060m04K0H, 10 Mr

Batch No / : B2403885 Batch Quantity / : 955KG/
Cepus Ne O6bem cepuu 955 KI'
Analytical Report No / : 2002FP24002900 Date of Analysis / : 30-11-2024
AHanutHyeckuit otgeT Ne ara anammsa

Date of Manufacture / 10-2024 Date of Expiry / : 09-2027
Jlata npoussoncrea ToneH no

Analysis performed according ND / Ananus nmporene no HJI: TT N013283/01-130723

2 | Identification. Cetirizine / ITlonmunnocTs. HeTHpH3UH

1. HPLC/B3XX

Complies as prescribed /
CootsetctByeT TpebGOBaHUAM

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 ynepxuBaHUS
OCHOBHOTO THKa HAa XpOMAaTOrpamMe
HCITBITYEMOTO pacTBopa IOJDKHO
COOTBETCTBOBATh BPEMCHH YIEPKHBAHUS
OCHOBHOTO TIIMKa Ha XpOMATOrpaMMe
pacTBopa CTaHIAPTHOTO obpasia
LICTHPH3NHA THAPOXJIOPUAA (pasnmen
«KonuuecTreHHOE OIpEIETEHUEN).

2. UV spectrophotometry /
Y®-cnexrpodoTomeTpus

Complies as prescribed /
CoorsercTByeT TpebOBaHHMAM

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®-cnexTps
MOLJIOIIEHUS WCMBITYEMOTO pacTBopa M
pacTeopa CTaHAaPTHOTO obpasia
LeTHPU3HHA THUAPOXJIOpHAA B 0OOMacTd oT
200 mo 400 HM MOMKHBI UMETH MAKCHMYMBI
HOTJIOIIEHUS TIPH ONHOH M TOH Xe JUIHHE
BOJIHEI C IOIYCTHMBIM OTKJIOHEHHEM + 2
HM.

3 | Water / Boga

2.8% wiw / 2,8%

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

4 | Uniformity of dosage units /
OnnopoaHOCTh
J03HPOBAHHS

44/44

Acceptance value (AV) should be not more
than 15.0 / Tlokazatems ITPHEMIEMOCTH
(AV) nomxeH 65T He Gonee 15,0.

5 | Dissolution / PacTBoperue

Unit-1 / Ta6m.-1 98%
Unit-2 / Ta6n.-2 101%
Unit-3 / Ta6n.-3 101%
Unit-4 / Ta6n.-4 100%
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 99%

Not less than 80% (Q) of the labeled amount
of C21H25C1N203 -2HC1 (Cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAILHOTO CONEPKAHMSA
C,H,5CIN,0O;-2HCI (uernpuzuza
DUTHAPOXJIopuA) yepe3 30 MUH.

Remarks : The Product confirms to ND/

Ipameuanne: IpoaykT cooTBeTcTBYET Tpebopanmsam HIT

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Product : Cetrine film-coated tablets 10 mg

IMponyxT: LetpuH, TabieTkH, IOKPEITHIE INIEHOYHO#H 000m0uK0H, 10 Mr

Batch No / B2403885 Batch Quantity / : 955KG/
Cepus Ne O6Bem cepun 955 KI'
Analytical Report No / : 2002FP24002900 Date of Analysis / 30-11-2024
AHamutuueckuit otueT Ne Jara ananuza

Date of Manufacture / 10-2024 Date of Expiry / 09-2027
Jlata mpousBoacTBa I'ongen o

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

6 |Related Impurities by HPLC/
PoncTBeHHbIE NpHMeECH
Impurity A / Ilpumecs A Not detected / ne obHapyxeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity B / IIpumecs B Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6oxee 0,2 %

: Hrxe npefiena KOTUUECTBEHHOTO = =
Impurity C / IIpumecs C onpenencmas (ITKO = 0,010%) Not more than 0.2 % / He 6onee 0,2 %
Impurity D / TIpumecs D Less than LOQ (LOQ = 0.017%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity E / IIpumecs E Hinke npenena KoJu9eCTBEHHOTO Not more than 0.2 % / He 6onee 0,2 %

KO = 0,017
Impurity F / IIpumecs F onpercicnmi(IIKO=0,01750) Not more than 0.2 % / He 6onee 0,2 %

— - - Not detected / e obHapyxena
Any individual unidentified Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlio6as emuumanas | 0.03%/0,03%

HEUICHTUQHIHPOBATHAS Less than Limit of Detection (LOD =
HPUMECE 0.015%) / Huxe mpenena
obuapyxenus ([10 = 0,015%)
0.07% / 0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumeceit
7 | Assay / KonrugecTBeHHO€ 9.92 mg /9,92 mr Not less than 9.0 mg and not more than 11.0
onpeneieRne o N mg C,,H,5CIN,05-2HC1 (cetirizine
QA L dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr mo 11,0 mr
C21 H25C1N203 -2HCl (I.ICTPIpPBHHa
murunpoxnopun) B tabnerke (ot 90 % mo
110 % OT HOMUHAIEHOTO COIEPKAHHS).

Remarks : The Product confirms to ND/

IIpameuanne: ITpoxykT cooTBeTCTBYET TpeboBanuam HJL

Conclusion : APPROVED/
3axmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A

Product : Cetrine film-coated tablets 10 mg

ITponyxT: IleTpuH, TabneTky, NOKPHITHIE INIEHOYHOH 060m049K0#, 10 Mr

Batch No / : B2403885 Batch Quantity / : 955KG/
Cepus Ne O0BeM cepuu 955 KT’
Analytical Report No / : 2002FP24002900 Date of Analysis / ¢ 30-11-2024
AHanmuTHaeckmit ot9eT No JlaTa apanuza

Date of Manufacture / . 10-2024 Date of Expiry / : 09-2027
JlaTa mpousBoACTBa logen oo

Analysis performed according ND / Ananus nposeaen mo H/I: TI N013283/01-130723

8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more

JleJIeHAH Ta0JIeToK

OpnoponHoOCTHL Mace NpH CooTBeTCTRYET TpEOOBaHUAM 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. /
TabneTkH COOTBETCTBYIOT TpeOOBaHHAM,
ectd He Oonmee 1 emuHM9HAas Macca
OTKIIOHAETCA 3a mpenenst 85 % - 115 % ot
cpenHel MAcCHL. Tabnetkn HE
COOTBETCTBYIOT TpeboBanusM, ecau Gonee
yeM | MHAWBHIyaTbHAT Macca OTKJIOHAETCS
OT O9THX TpexenoB wnd, ecmu 1
VHIMBHOYAJIEHAs Macca OTIIOHAETCA 3a
npexmenst 75 % - 125 % oT cpenHe# Macchl.

9 |Microbiological purity* / Mukpoguonornieckas Iucrora*

a) Total Aerobic Microbial Not Applicable
Count / O6mee 1ucno
23pO6HBIX MHKPOOPTaHU3MOB

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

b) Total Combined Yeast and Not Applicable
moulds count / O6mee TucTO
OPOXOKEBEIX M TUIECHEBBIX
rpuboB

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

¢) Escherichia Coli Not Applicable

Shell be absentin 1 g/
OtcytctBHEB I T

Remarks : The Product confirms to ND/
IIpnumeuanue: Ilponykr cooTBeTCcTBYET TpeboBaHwim HJL

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
IMponyxT: Herpun, TabNeTKH, MOKPHITHIE IIIEHOTHOM 060109KOM, 10 MI

Batch No / B2403885 Batch Quantity / : 955KG/
Cepus Ne O6beM cepun 955 KI'
Analytical Report No / : 2002FP24002900 Date of Analysis / 30-11-2024
AHanuTnyeckuif otyeT No Jlara aHanu3a

Date of Manufacture / 10-2024 Date of Expiry / 09-2027
Jlata npou3BoacTRa T'onen oo

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

10

Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 TabIeTox B
TIBX/TIB AX//amoMiIHAEBOM
6nucrepe. [Io 3 6Gmmcrepa BMmecTe ¢
MHCTPpYKLIMEA 10  IPUMCHEHHIO
YTIAKOBAHEI B [TAYKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 Tabnetox =B
NBX/TIBJX//amomunueBom Gmucrepe. Ilo
2 umm 3 GmmcTepa BMECTE ¢ MHCTPYKIUSH 10
NPUMEHEHHIO  YIIaKOBaHEl B MKy
KapTOHHYTO.

11

Labeling / Mapknpoeka

According to ND / B coorsercrauu ¢ HJJ

12

Storage conditions /
XpaHeHHe

At temperature below 25 °C. / [Tpu Temnepatype He Brime 25 °C.

13

Shelf life / Cpox rognocta

3 years/ 3 rona

Uncontrolled Copy

*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 / [Iposodumcs npouzeooumenem npu 6bINycKe NEPUOOUHECKU. ONISL
kaoicdou 20-oi cepuu unu ne menee 1 paza 6 200. Iloxazamens moxcem 6bimp ne éxmouen 6 Cepmugpuxam

aHANU3a pupmbl.

Remarks : The Product confirms to ND/
IIpameuanne: IIpoaykT cooTBeTCTBYET TpeboBaHusam HJT

Conclusion : APPROVED /
3axumodenue; OJIOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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