Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIW3IA

Product Cetrine film coated tablets, 10 mg

IpoayrT [leTpun® TabneTky, TOKPHITLIC TIEHOUHOH 0607109KO0H, 10 MC

Batch No / B2302207 Batch Quantity / : 687.600 KG/
Cepust Ne O0beM napTuu 687.600 K[
Analytical Report No / : 2002FP23001679 Date of Analysis/ : 17-07-2023
AnaanTHueckHi oTueT No Jara ananusa

Date of Manufacture / : 06/2023 Date of Expiry / 05/2026
JaTa npoHM3BoJACTBA Togen go

Analysis performed according ND / Ananns nposeaen mo HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

Ne Test / Tlokazarenn

Result / Pezyibrarsl

Specification / Hopma

| Description / Orucanne

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrieie

IBOSIKOBBIMYKJIbIE TaGfeTKH, TOKPBITbIE
rIeHoyHoW obGonovkoii Geyoro 1gBeTa, ¢

puckoit Ha  opHoW  cropone. Ha
MomepevwHOM paspe3e — sapo Genoro
[BETA.

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyribie ABOSKOBBIMTYKITbIE TaONETKH,
MOKPBITEIE  IUIEHOYHOW  060J104KO
Georo wnu moutn Heroro upera, ¢
puckoit Ha omgHOW cTopone. Ha
MOMIEPEeYHOM paspese — Aapo oT 6enoro
1o mouTy 6estoro LBeTa.

2 Identification by HPLC/
ITomMHHOCTD

Complies as prescribed /
CoOTBETCTBYET

The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

BpeMst  yAep>KWBaHUS OCHOBHOTO
MAKa Ha XpomMmarorpamMmme
VCTIBITYEMOT'O  pacTtBopa  JAOJIKHO
COOTBETCTBOBATH BpEMEHU
YACPKWUBaHUsT OCHOBHOI'O TIMKA Ha
XpoMaTorpamMme pacTBopa
CTaHAAPTHOI'O o6pa3ua HETHPU3HHA
ruapoxJiopuaa (paznen
«KonuyecTBEHHOE OMpeIeSIEHUEN ).

3 Average weight / Cpennss
Macca

190.3mg / 190,3 mMr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 wmr no
196.7 mr)

el

Water / Boga

2.4% wiw [ 2,4%

Not more than 8.0% w/w /
He 6onee 8.0 %

5 Uniformity of dosage units
OnHopoaHOCTh
TO3UPOBAHHS

6.8/6,8

The acceptance value (AV) should be
less than or equal to 15.0 /
[TokazaTens npueMnemMocti (AV)
nomkeH ObITh He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeyanue: IIponykr cooteercTByeT TpeGoBanmsam HJI

Conclusion : APPROVED /
3axkmouenue: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product : Cetrine film coated tablcts, 10 mg
Mpogykr @ Llerpun® tadbnerku, NOKphITLIe MIcHOYHON 06004k, 10 mMr
Batch No / : B2302207 Batch Quantity / : 687.600 KG/
| Cepns Ne O0beM napTun 687,600 KI”
Analytical Report No / 1 2002FP23001679 Date of Analysis / : 17-07-2023
AdasuTHyecknii oruer Ne JlaTra anann3a
Date of Manufacture / : 06/2023 Date of Expiry / : 05/2026
Jara npoussoacrsa T'oaen g0

Analysis performed according ND / Ananu3s nposeaen mo H/I: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wam. Ne 2 ot 07.10.2021)

No Test / Iloka3zaTenn Result / Pe3yabTaThl Specification / Hopma

6 Dissolution / PacTeopeHue 99%, 98%, 97%, 98%, 97%, 95% Not less than 80% (Q) of the
labeled amount of
C,HysCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wenee 80 % (Q) or
HOMHHAJILHOTO coiepKaHus

C,,H,sCIN,05-2HCI (uetupwsuna
auruapoxsiopun) vepes 30 MuH.

7 Impurities by HPLC/ Less than LOQ (LOQ = 0.019%) / Hixe
Popncreennsie npumecu npejiena KoJM4ecTBEHHOro onpe/enetus (@) Not more than 0.2 % / ue 6onee 0,2
LeTUpPU3HHA (ITKO = 0,019%) %
a) Impurity A / 0.02% /0,02% b) Not more than 0.2 % / He Gonee 0,2
npuMecsh A A

b) Impurity B / c) Not more than 0.2 % / ne 6onee 0,2

Not detected / He o6HapyxeHa

npumech B %
c) Impurity C/ Less than LOQ (LOQ = 0.003%) / Huxe .
nmpumechk C Tpeieia KONMUECTBEHHOTO ONPeeNeHHs d) Not more than 0.2 % / He 6onee 0,2

0
d) Impurity D / (ITKO = 0,003%) %

npumecs D 0.03% / 0.03% e) Not more than 0.2 % / re 6onee 0,2
2 0,
e) Impurity E / &
ipumecs E Not detected / He oGHapyskena f) Not more than 0.2 % / He 6onee 0,2
f) Impurity F / %
npumechb F
0.06% / 0.06% ) Not more than 0.2% /
g) Any unspecified impurity ’ He Gonee 0,2%

JIiobas equuyuuHas

HEUACHTUULMPOBAHH 0.1% / 0.1% h) Not more than 2.0% /
s TIPUMECh : He 6Gonee 2,0%

h) Total impurities / Cymma

nipuMecen
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: TTponykT cooTBeTcTBYET TpeboBarmsam HJI 3akmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
[pojpyrr Llerpun® Tabnerku, NMOKpLITLIC TICHOYHOH 060nmoukoi, 10 Mr
Batch No / B2302207 Batch Quantity / : 687.600 KG/
Cepun Ne O0nem napruu 687,600 KI'
Analytical Report No / : 2002FP23001679 Date of Analysis / : 17-07-2023
AHasMTRYecKUiT oTyeT Ne JlaTa ananu3sa
Date of Manufacture / : 06/2023 Date of Expiry / 05/2026
1laTa mpON3BOACTBA T'open go

Analysis performed according ND / Anasms npoeeaen mo HJI: ITN013283/01-160919 (amend Ne | from
12.05.2020 / uam. Ne 1 or 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

Shelf Tife / Cpox rogHocTu

Ne Test / Iloxa3zaTean Result / PesyabTaThi Specification / Hopma
8 Microbial limits / h
Mukpobuonoriuueckas
YHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61ee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a’poGHBIX MIKPOOPTaHU3MOR
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He Gomee 100 KOE/r
mould count / Obwee unciio  Menee 10 KOE/r
APOXOKEBBIX M TTIECHEBBIX
rpu6os Shall be absent in 1g / Orcyrcreue B 1
/Absent in 1g / OrcyTcrByeT B 11 r
c) E. coli
9 Assay / KomnuecteeHHOE 991 mg/9,91 mr Each film coated tablet contains nof|
ornpeAeneHme less than 9.0 mg and not more than 11.0
mg C2|H25C1N203‘2HC] (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
J1{e] 1 ],0 MrI C21H25C]N203'2HCI
(eTMpu3MHa  TUTHAPOXJIOPHI) B
rabreTKe.
10 Package / Yrakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in |or 3 blisters and patient information
a carton. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[IBX/anromunnesom Giucrepe. [To 10 blisters in a carton. 252 cartons in
2 6nucTepa BMeCTe ¢ MHCTPYKLHEH o [master carton.
[IPUMEHEHHIO YNaKoBaHBbl B MaYKy ITo 10 TabneTok B
KapTOHHYIO. [IBX/amomunueBom 6nucrepe. [To 2
v 3 Gnrcrepa BMECTE C
MHCTPYKUHEH 10 TIPHMEHEHHIO
yMakoBaHbI B 1TaYKy KapTOHHYFO.
Vnakoeka  "in-bulk": Ilo 10
OIMCTEPOB TIOMEILAIOT B KAPTOHHYHO
kopobky. Tlo 252 xapToHHBlE
KOpOOKH TOMeIaloT B KapTOHHBIH
KOpos.
11 Labeling / Mapkupogka According to ND / B cootsercrauu ¢ HJ]
12 Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Boille 25 °C,
XpaHenue
13 3 years /3 roma

Remarks : The Product confirms to ND/
IIpameuanne: ITpoayxrt cooTBeTcTBYET Tpebosanuam HJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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