Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

Ipomykt: LlerpuH, Tabnerky, OKPHITEHIE IIEHOYHOM 0601049K0#, 10 Mr

Batch No / B2403845 Batch Quantity / : 955KG/

Cepuist No O6BeM cepun 955 KI'

Analytical Report No / 2002FP24002901 Date of Analysis / 29-11-2024
Anamntadeckuii oraer Ne Jara angammsa

Date of Manufacture / : 10/2024 Date of Expiry / 09/2027

JlaTa npousBoncTBa Toxen no

Analysis performed according ND / Anamas mposenen no HJI: TT N013283/01-130723

Ne Test / IToxa3zaTens Result / PesynbTaThl Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ KpyTasie TBOSKOBBITYKITHIE
TaGJIETKH, TIOKPHITEIC TUIEHOYHOM
060m0IK0it Geroro 1BeTa, ¢ pUCKO
Ha onHO# cTopore. Ha nonepeunoM
paspese 24po Georo 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. / Kpyrisie IBOSKOBEIIYKIEIE
TabIETKH, HOKPLITHIE TIEHOTHOM

obomouxoif Oeloro HIH TOYTH OeIoro
BeTa, C PUCKOM Ha oxHOH cropoHe. Ha
NONepeYHOM paspese a4po oT Gemoro Mo
nogru 6eroro uBeTa.

Remarks : The Product confirms to ND/

IIpameuanue: [IpoaykT cooTBeTCTBYET TpeboBammam HJI

Conclusion : APPROVED /
3axmogenne: OTOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

| Product : Cetrine film-coated tablets 10 mg

ITponykrt: Herpun, TabneTiH, MOKPEITHE IIEHOYHOM 060m01uK0#H, 10 Mr

Batch No / B2403845 Batch Quantity / : 955KG/
Cepus Ne O6BeMm cepun 955 KI'
Analytical Report No / 2002FP24002901 Date of Analysis / 1 20-11-2024
Ananutnueckuii otaeT No JlaTa ananusa

Date of Manufacture / : 10/2024 Date of Expiry / 1 09/2027
JaTa npousBoncTea T'onen no

Analysis performed according ND / Ananus nposeznen no HJI: [T N013283/01-130723

2 | Identification. Cetirizine / Ilognurnocts. Hetnpusnu

1. HPLC/B3XX

Complies as prescribed /
CootBeTcTBYeT TpeOGOBaHUAM

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"). / Bpemsa ynoepxupaHus
OCHOBHOTO IIMKa Ha XpOMATOTpaMMe
HCHBITYEMOTO pactBopa TOMKHO
COOTBETCTBOBATE BPEMEHH YHEPIKHBAHUS
OCHOBHOTO @MKa Ha XpOMAaTOTpaMMe
pacTBopa CTaHIapPTHOTO obpasua
LCTHPH3WHA THIPOXJIOpHAA (pazmen
«KomudecTBeHHOE ONPEAEIICHUEY).

2. UV spectrophotometry /
Y®-criektpodoromeTpus

Complies as prescribed /
CootBeTcTBYyET TpeOOBaHHAM

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. / V®-cnexTpsl
TNOITONICHUA UCIEITYEMOTO pacTBOpa H
pacTeopa CTaHAAPTHOTO obpasiia
LETHPU3HHA THUAPOXJOpHIA B OOMacTH OT
200 mo 400 HM HOMKHBEI UMETH MaKCHMYMEI
MOTJIONIEHUS TIPU OIHOH M TOW K€ [UIMHE
BOJHEI C IONYCTHMEIM OTKIOHEHHEM + 2
HM.

Water / Bona 2.8% wiw/2,8% Not more than 8.0 % / He 60mee 8,0 %
Uniformity of dosage units / 22/22 Acceptance value (AV) should be not more
OnnoponHoCTh than 15.0 / Tlokaszatens NPHEMIIEMOCTH
AO3HPOBAHMS (AV) nomxen OvrTh He Gonee 15,0.
5 | Dissolution / PacTBopeHue Unit-1/ Ta6mn.-1 102% Not less than 80% (Q) of the labeled amount
= = = of  C,H,sCIN,O5-2HCI " (cetirizine
el EEoars 10 dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 101% 80 % (Q) OT HOMMHAILHOTO COACPMAHUS
Unit-4 / Tabn.-4 100% C21H25C1N203‘2HC1 (He'mpﬂsmia
murugpoxinopun) uepes 30 MuH.
Unit-5 / Tabn.-5 102%
Unit-6 / Ta6.-6 100%

Remarks : The Product confirms to ND/
ITIpumeuanne: TIpoxykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmogenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJTHU3A

Product : Cetrine film-coated tablets 10 mg

TTponyxt: LeTpun, TabeTkH, HOKPHITHIE IIEHOIHONH 0001049K0#, 10 Mr

Batch No / B2403845 Batch Quantity / : 955KG/
Cepns Ne O6nem cepuu 955 KT’
Analytical Report No / 2002FP24002901 Date of Analysis / 29-11-2024
Anammruaeckuii otget Neo Jara anaimmza

Date of Manufacture / 1 10/2024 Date of Expiry / 09/2027
JlaTa nmpou3BONCTBA T'oxeu no

Analysis performed according ND / Ananus nposenen no HJI: ITN013283/01-130723

6 |Related Impurities by HPLC/
PoacTEeHHBIC HPHMECH

Cymma npumMeceit

Impurity A / IIpumecs A Not detected / He 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 6onee 0,2 %
- Huxe npenena KOMUIECTBEHHOTO = o
Impurity C / Ilpamecs C onpenenerma (ITKO = 0,010%) Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Ilpumecs D Less than LOQ (LOQ = 0.017%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity E / Ilpumecs E Hmxe npeaena konn4yecTseHHOro Not more than 0.2 % / He 6onee 0,2 %
TIKO = 0,017%
Impurity F / ITpumecs F prpeRenctns ( ) Not more than 0.2 % / He 6onee 0,2 %
—— ——— B
{Xny .1nd1v1dua1 unidentified Not detected / e oBuapysxena Not more than 0.2 % / He 6oxnee 0,2 %
impurity / JIro6as emuHudHAs
HEHICHTAQHIPOBAHHAS 0.03% /0,03%
LPeMECE Less than Limit of Detection (LOD =
0.015%) / Huxe npenena
obnapyxenus (ITO = 0,015%)
0.07% / 0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %

7 | Assay / KonmgecTBeHHOE
omnpeseieHne

10.03 mg/ 10,03mr
100.3% / 100,3%

Not less than 9.0 mg and not more than 11.0
mg CZ1H25C1N203 -2HCl (CCﬁl’iZine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 Mr
Cz] H25C1N203 -2HCI (].IeTPl'pI/BPIHa
nmarugpoximopun) B tabmerke (ot 90 % mo
110 % OT HOMUHAIIBHOTO COAEPIKAHUA).

Remarks : The Product confirms to ND/

IIpumeqanne: IlpoaykT coorBeTcTBYET TpeGoBaHmsaM HJ[

Conclusion : APPROVED/
3axmogenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

IIponykt: IleTpuH, TabIeTKH, IOKPHITHIE MIISHOYHOMH 060m0uKoi, 10 Mr

Batch No / B2403845 Batch Quantity / : 955KG/
Cepus Ne O6nem cepun 955 KI'
Analytical Report No / 2002FP24002901 Date of Analysis / 29-11-2024
Anamutideckuii otaet Ne Jlata anamuza

Date of Manufacture / ¢ 10/2024 Date of Expiry / 09/2027
JlaTa mpou3BroacTBa l'oner o

Analysis performed according ND / Anami3 nposenen no HJT: ITN013283/01-130723

8 | Subdivision of tablets /
OpHopoaHOCTE Mace IpH
JICICHHH TalJeToK

Complies as prescribed /
CootBeTcTBYET TpEbOBAHMAM

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. /
Tabnerkd COOTBETCTBYIOT TpPEOOBaHHSAM,
eciu He Oomee 1 emumuMdHas Macca
OTKIOHsETCA 32 mpenenst 85 % - 115 % ot
cpenHet MaCCEI. Tabnetxu HE
COOTBETCTBYIOT TpeboBaHusaM, eciau Gomee
yeMm | MHOMBHIYaNTBEHAs Macca OTKIOHACTCS
OT 3THX TIpefenoB Mm4, ecmd 1
UHIMBHOyaTbHag Macca OTKIOHAeTcd 32
npenenst 75 % - 125 % oT cpenHel MacCEL

9 |Microbiological purity* / Mukpoduosiormyeckasi 9ucToTa*

a) Total Aerobic Microbial
Count / Obimee ancno
a9pOOHBIX MUKPOOPT2HH3MOB

Not Applicable

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

b) Total Combined Yeast and
moulds count / Obuee gucio
TIPOXIKEBEIX M TUIECHEBBIX
rpuboB

Not Applicable

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

c) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
OtcyrctBUEB 1 T

Remarks : The Product confirms to ND/

Ipnmeuanne: IIpoaykT cooTBeTcTBYET TpeboBanmsm HIL

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIA3A

Product : Cetrine film-coated tablets 10 mg
IMponyxr: Ierpun, TabaeTkH, DOKPHITHIE TNIEHOYHOMH 060104k, 10 M

Batch No / B2403845 Batch Quantity / : 955KG/
Cepus Ne O6weM cepun 955 KI'
Analytical Report No / 2002FP24002901 Date of Analysis / : o 29-11-2024
Ananutugeckuit oraer Ne Jlara anami3a

Date of Manufacture / : 10/2024 Date of Expiry / ¢ 09/2027
Jara npoussoacTea T'onen mo

Analysis performed according ND / Ananu3 nposezen mo HJI: IT N013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Ilo
10 TabneTox B
IIBX/MIBJIX//antoMUHHEBOM
6muctepe. [To 2 6Gmuctepa BMecTe ¢
HHETPYKLMEH 10  NPUMEHEHHIO
YTIaKOBaHBI B NAYKy KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 Tabnerox =
NBX/TIBAX//amomuaueBoM Gmuctepe. Ilo
2w 3 6imctepa BMECTE ¢ HHCTPYKITUEH 110
NPUMCHEHHIO  YIaKkOBaHE B MadKy

KapTOHHYIO.

11 | Labeling / MapxnpoBka According to ND / B cootsetcTsuu ¢ HJJ

12 | Storage conditions / At temperature below 25 °C. / [Tpu Temnepatype He BEme 25 °C.
XpaHenne

13 | Shelf life / Cpox rogrocTn 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 npouszeodumenem npu 6vlnycKe REPUOOUHECKU. Ons
Kkasicoou 20-0t cepuu unu ne menee | paza & 200. [Toxazamens modicem buimb He exmover 6 Cepmugpuxam

aHaIu3a QupMmbL.

Remarks : The Product confimms to ND/
IIpumeqanne: IIponykr coorBeTcTBYET Tpeboranuam HJL

Conclusion : APPROVED /
Jaxmogenne: OJJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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