Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg o i
IMpoaykr IeTpun® TablieTKH, TOKPBITHIC TUICHOUHOM 000sToukoi, 10 Mr o -
Batch No / B2301136 Batch Quantity / 687.600 KG / |
Cepust Ne O6beM NapTHH 687,600 K[
Analytical Report No / 2002FP23000982 Date of Analysis / : 15-04-2023
AHAAUTHYECKHIH oTueT No JlaTa anaju3a
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
Jarta npousBoacTrea T'ogen 10

Analysis performed according ND / Auaans nposeaen mo ITJ[: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 o1 07.10.2021)

Ne Test / Ioka3zaTenn

Result / PesyabTaTsl

1 Description / Omucanvie

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrmsie
NIBOSKOBBIMYKNbIe TaGJIETKU, MNOKPBITHIE
IEHOYHOKN o6oyoukoit Oeoro 1Bera, ¢

puckoit wWa  oxHo#  cropone. Ha
nonepevyHoM paspese — sjapo 6Genoro
IBETA.

Specification / Hopma
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. /
Kpyriible JBOSKOBBINTYKIbIE TaONETKH,
MOKPBITBIC  NIEHOYHOW  000J04KOM
Oenoro wny noyTH Geyoro LBera, C
puckoi Ha oaHo# cTopoHe. Ha
MOTIEpEeuHOM paspese — IApo OT HeToro
10 moutH Genoro LBera.

2 Identification by HPLC/
[TonMHHOCTL

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). /

BpeMsi  ymepXuBaHUsA ~OCHOBHOIO
rKa Ha XpoMaTorpamMMe
UCTILITYEMOr0  pacTBOpa  JOJDKHO
COOTBETCTBOBAThH BpEMEHN
yIEPKUBAHHUS OCHOBHOTO TWKa Ha
XpoMarorpamMmme pactBopa
IcTaHIapTHOro 06paslia UETHPU3NHA
THAPOXTOpHIA (pasznen
«KonuyecTBeHHOE OnpeceHrey).

3 Average weight / CpegHsist
macca

191.0mg / 191,0wmr

4 Water / Bona

3.1% w/w / 3,1%

[196,7 mr)

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 Mr = 3,0% (ot 185,3 Mr o

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

5 Uniformity of dosage units
OxHOopOIHOCTH
103UPOBAHUS

3.1/3,1

The acceptance value (AV) should be
less than or equal to 15.0/
[TokazaTtenb npuemieMoctu (AV)
MoJKEH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/
Mpumeuanue: ITpogyxT cooTBeTCcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axinoyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg

ITpoaykT UetprH® TabneTKy, TOKPEITHIE MIEHOUHOW 060moukoi,]0 Mr

Batch No / B2301136 Batch Quantity / 687.600 KG/ ]
Cepus Ne O6beM NapTHU 687,600 KT'

Analytical Report No / 2002FP23000982 Date of Analysis / 15-04-2023
AnaJuTH4ecKni oT4yer No |AaTa ananu3a

Date of Manufacture / 03/2023 Date of Expiry / 02/2026

JaTa npou3BOACTBA Togen 10

Analysis performed according ND / Auasu3s nposeaen no II/I: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Ne ‘Test /I_IOKaﬁlaTeJlb

" [Result / Pe3yabtaThi

Dissolution / PactBopenue

[=)}

100%, 98%, 97%, 97%, 98%, 99%

Specification / Hopma _
Not less than 80% (Q) of the
labeled amount of

C21H25CIN203'2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wMeHee % (Q) or
HOMMHATILHOTO COTepIKaHNS
C, HysCIN,O5-2HCI (netupusnna
nuruapoxsopun) yepes 30 MuH.

80

7 Impurities by HPLC/
PoncTBeHHbIE TIpUMeECH
LeTUpU3NHA

a) Impurity A /
npumech A
b) Impurity B /
npumecs B
c) Impurity C/
npumecs C

d) Impurity D /
npuMeck D

e) Impurity E /
npuMech E

f) Impurity F /
nmpumvech F

g) Any unspecified impurity

JIro0as equaMIHas
HenaeHTU(GUIMPOBAHH
st IPUIMech

h) Total impurities / CymMmma
npumeceit

Not detected / He o6napyxeHa

Less than LOQ (LOQ = 0.010%) / Hyoxe
npezena KOJUYeCTBEHHOTO OTpeeeHus
(TTKO = 0,010%)

Less than LOQ (LOQ = 0.017%) / Huxe
nipezena KoJMYeCTBEHHOTO OnpeaeneHNs
(TTIKO = 0,017%)

Less than LOQ (LOQ = 0.003%) / Huxe
npenena KoJuyecTBEHHOro onpeaeneHus
(TTKO = 0,003%)

0.02% / 0,02%

Not detected / He obHapyxeHna

0.06% / 0,06%

0.1% /0,1%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBauwsm H]{

Conclusion : APPROVED /
Jaxkmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr  : [leTpun® TabeTkH, MOKPLITLIE TNIEHOYHOH o6o0ukoi, 10 Mr o
Batch No / : B2301136 Batch Quantity / t 687.600 KG/
Cepus Ne O6Bem mapTuu 687,600 KI'
Analytical Report No / :  2002FP23000982 Date of Analysis / : 15-04-2023

AHAJIUTHYECKHI oTYeT Ne

JlaTra anaanza

I[aTa MPOU3BOJACTEA

Date of Manufacture / : 03/2023 Date of Expiry / H 02/2026

I'ogen no

Analysis performed according ND / Auanns nposeacu mo HJI: TT1 N013283/01-160919 (amend Ne 1 from

12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

No Test / ITokazarenn

8 Microbial limits /
Mukpobuonoruueckas
YUCTOTA

a) Total aerobic microbial
count / O6Lee Yyucuo
a3poOHBIX MWKPOOPTaHW3MOB

b) Total combined yeasts and
mould count / Obuee yncno
IPO3KEBBIX M MIECHEBBIX

Result / PesyabTatsr - S]_Jec'i'ﬁcati_on ﬂl(ﬂﬁ :: -
Less than 10 CFU/g / Not more than 1000 CFU/g /
Menee 10 KOE/r He 6onee 1000 KOE/r

Not more than 100 CFU/g /
Less than 10 CFU/g / He 6onee 100 KOE/r
Menee 10 KOE/r

rpn6os Shall be absent in 1g / Orcyrcreue B 1
IAbsent in 1g / OTcyTcTBYeT B 1T r
c) E. coli
9 Assay / KonmuecTBeHHOE 10.04 mg/ 10,04 mr Each film coated tablet contains nof
onpeneneHne less than 9.0 mg and not more than 11.0

mg  C,HysCIN,O3-2HC1  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr]
10 1 1,0 MT C2 1H25C1N203 -2HCI
(neTupu3pHa  AWFMJIPOXJNOpHA) B

Tabnerke.
10 Package / Ynakoka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2 |
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / TTo 10 Ta6neTok B leaflet in a carton. "In bulk" package:
[1BX/antoMmunueBom Grucrepe. [To 10 blisters in a carton. 252 cartons in
2 bnucTepa BMecTe ¢ MHCTPYKIIMEH o [master carton.
MPUMEHEHN O YIaKOBAaHEI B TTAUKY / T1o 10 Tabnerok B
KapTOHHYH. [TBX/amoMuauerom Onuctepe. [To 2

uny 3 6aucrepa BMeCTe ©
MHCTPYKLHUEH TI0 MPUMEHEHHIO
lyNTaKOBaHBI B 11a4Ky KapTOHHYHO.
Vmakoka  "in-bulk™: Ilo 10
OIUCTEPOB MOMEIIAIOT B KAPTOHHYIO
Kopobky. Tlo 252 xapToHHBIE
KOpOOKH MOMEMAIOT B KAPTOHHBII
__[kopod.

11 __Lz;be_ling / MapkupoBka

According to ND / B coorserctsun ¢ HJ[

12 Storage conditions /
X paHeHwe

13 Shelf life / Cpox TOHHOCTH

At temperature below 25 °C. / [1pn Temnepatype He Boluie 25 °C.

3;ears / ﬁona_

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: IlponykT coorBeTcTBYET TpeboBauusm HJI 3akmouenue: OJJOBPEHO
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