Uncontrolled Copy

CERTIFICATE OF ANALYSIS

JlaTa IpOH3BOACTBA

Toagen go

CEPTUDUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg ]
Mpoaykt : IleTpnuH® TabeTKH, MOKPLITHIE TUICHOUHOW 060J104KO#H, | 0 Mr ]
Batch No / B2301760 Batch Quantity / 687.600 KG/
Cepusn No Q0beM mapThn 687,600 KI"
Analytical Report No / 2002FP23001438 Date of Analysis / : 10-06-2023
AnaJHTHYecKHil oTyer Ne JlaTta anaausa
Date of Manufacture / 05/2023 Date of Expiry / 04/2026

Analysis performed according ND / Ananus nposeaen mo HJI: TI N013283/01-160919 (amend Ne | from
12.05.2020 / 3. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 o1 07.10.2021)

Ne

Test / Tlokazarenn

Description / Onucanue

Result / PesyanTaTer

Specification / Hopma

White coloured, round, biconvex {film
coated tablet with a breakline on one side.

puckoii  Ha  OmHOI  CTOpOHE.

LBeTa.

White core on a cross section. / Kpyrnsle
IIBOSKOBBINTYKJILIC TaOJICTKH, TIOKPHIThIE
mTeHounoit obosoukoil Oemoro mBera, ¢
Ha

notlepedHoM  paspesze — SApo  6enoro

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. /
Kpyrneie IBOSKOBBINMYKITBIE TabNEeTKH,
MOKPEITEIE  TJIEHOYHON  06ONOYKOM
bemoro wiau ToutH Oenoro 1Bera, ¢
puckoid Ha onHOW cropone. Ha
[OTIEPEvHOM pa3pese — sapo ot Genoro
10 TTouTH Hestoro UBeTa.

5]

Identification by HPLC/
[TopnuHHOCTL

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). /

Bpems ynmep>kWBaHHS — OCHOBHOIO
nHKa Ha XpomarorpamMe
WCITBITYEMOTO  PAacTBOpa  HOJDKHO
COOTBETCTBORATD BpeMeHH
yIAep>KVBaHHUA OCHOBHOTO THKa Ha
XpoMaTorpamme pacTBopa
cTaHgapTHoro obpaslia LETUPH3UHA
rUApOXIIOpUa (paznen
«KonuuecTBeHHOE OnpeacieHuey).

Average weight / Cpenusis
Macca

186.7mg / 186,7 mMr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 1853 mMr ao
196,7 mr)

Water / Bona

2.6% wiw /2,6%

Not more than 8.0% w/w /
He 6omnee 8,0 %

Uniformity of dosage units
/ OnHOPOAHOCTH
TO3UPOBAHHS

4.6/4,6

The acceptance value (AV) should be
less than or equal to 15.0/
[TokazaTens npuemiemMocti (AV)
ioskeH ObITh He 6osce 15,0.

Remarks : The Product confirms to ND/
Ipameuanne: IlpoaykT cooTBeTcTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
3akmouenne: OTOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product Cetrine film coated tablets, 10 mg o ]
poayxT [etpur® tabieTii, HOKpHITHIE [eHouHoli o0omoukoii, 10 mr
Batch No/ B2301760 Batch Quantity / 687.600 KG /
Cepusi Ne Ofbem napTuu 687,600 KI'
Analytical Report No / 2002FP23001438 Date of Analysis / 10-06-2023
AnaJIHTHYECKHH oTueT Ne JlaTa ananu3sa

05/2023 Date of Expiry / 04/2026

Date of Manufacture /
JlaTa mpou3BoACTBA

I'ogen po

Analysis performed according ND / Ananns nposegen mo HJI: [T N013283/01-160919 (amend Ne 1 from

Ne Test / Tlokazarens

6 Dissolution / Pactopenue

12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)

TResult/ PezybTaTh

99%, 96%, 98%, 96%, 95%, 95%

I Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C3;H,sCIN, O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wenee % (Q) or
HOMHHANBHOrO colepKaHus
C2|H25C1N203'2HC] (ueTHpn3HHa
ouruapoxnopun) uepes 30 mum.

80

7 Impurities by HPLC/
PopcrBenHbie mprMecn
LETUPU3WHA

a) Impurity A /
npaMecs A

b) Impurity B/
npumect B
c) Impurity C/
npamvecs C
d) Impurity D /
rpumecs D
e) Impurity E /
npumecs E

f) Impurity F /
npumecs F

g) Any unspecified impurity

Jio6as enunnunas
HEHJIEHTH(PHUMPOBAHH
Lm TIpUMech

h) Total impurities / Cymma
npuMeceit

Less than LOQ (LOQ = 0.019%) / Huxe
MpezieNia KOJINYeCTBEHHOTO OMPEEIEHHS
(ITKO = 0,019%)

Less than LOQ (LOQ = 0.010%) / Huxe
Tipeziesa KOJIMYEeCTBEHHOTO OMpeielieHus
(ITKO = 0,010%)

0.02% / 0,02%

Less than LOQ (LOQ = 0.003%) / Hwxe
Nipezesia KOIMHECTBEHHOTO OMpeeNeHns
(TTIKO = 0,003%)

0.03% /0,03%

Not detected / He o6HapykeHa

0.08% /0,08%

0.2% / 0,2%

a) Not more than 0.2 % / e 6onee 0,2
%

b) Not more than 0.2 % / ne Gonee 0,2
%

c) Not more than 0.2 % / He Gonee 0,2
%

d) Not more than 0.2 % / ne Gonee 0,2
%

e) Not more than 0.2 % / ne 6onee 0,2
%

f) Not more than 0.2 % / He Gonee 0,2
%

g) Not more than 0.2% /
He 6onee 0,2%

h) Not more than 2.0% /
He 6onee 2,0%

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykTt coorBercTBYET TpeboBannsM HJ{

Conclusion : APPROVED /
3akatouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHPHKAT AHAJIH3A

I[aTa NMpOHU3BOACTBA

Product Cetrine film coated tablets, 10 mg

IIpoaykTt Hetpur® tabiierkn, NoKpbIThle IIIeHOYHOH 06070uK0H, 10 M - B B
Batch No/ B2301760 Batch Quantity / 687.600 KG /
Cepnsa Ne O6beM napTUn 687,600 KT"
Analytical Report No / 2002FP23001438 Date of Analysis / 10-06-2023
AnaauTnyeckuit oruer Ne JlaTa anaigu3a

Date of Manufacture / 05/2023 Date of Expiry / 04/2026

Tonen oo

Analysis performed according ND / Ananus nposegen o HJI[: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wizm. Ne 2 o1 07.10.2021)

Resu!t / Pe3yanaTm

Specification / Hopma

No Test / TlokazaTens

8 Microbial limits /
Mukpobuonoruueckas
4HUCTOTA

a) Total aerobic microbial
count / O0mee yncno
a’pOoBHBIX MHKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / Obmee uncio
POMOKEBBIX W TTECHEBBIX

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

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

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

rpu6os Shall be absent in 1g / Otcyrersue B 1
Absent in 1g/ OtcytcrByer B 11 r
c) E. coli -
9 Assay / KonmdectseHHOE 9.90 mg /9,90 mr Each film coated tablet contains not
ornpeneneHue less than 9.0 mg and not more than 11.0

mg  C,HsCIN,O53-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 Mn

00 11 ,O MIr C21H25CIN203'2HCI
(UeTHpHU3HHA  AHTHAPOXJIOPHA) B
_ [rabneTke.
10 Package / YrakoBka 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. / TTo 10 rabnerok B leaflet in a carton. "In bulk” package:
[IBX/amomunuesom 6muctepe. 1o 10 blisters in a carton. 252 cartons in
2 6nuctepa BMecTe ¢ HHCTPYKOHCH Mo [master carton.
MpHMEHEHHIO YNAaKOBAHBI B NIAYKY / 11o 10 Tabnerok B
KAPTOHHYIO. IIBX/amomunnesom daucrepe. Io 2
i 3 6nucTepa BMecTe ¢©
HMHCTPYKLMEN 10 MPUMEHEHHIO
YIaKoBansl B TaYKy KapTOHHYTO.
Vnakoska  "in-bulk": Ilo 10
BaVCTEPOR OMELIAIOT B KAPTOHHYIO
kopobky. Ilo 252 xapronunie
KOpOOKH TIOMCINAIOT B KapTOHHBIN
- - Kopob. |
11 Labeling / Mapxuposka According to ND / B cootetcTum ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bpime 25 °C.
Xpanenue
13 Shelf life / Cpok ronpHoctv 3 years / 3 roma

Remarks : The Product confirms to ND/
Mpumeuanne: [Iponykrt coorBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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