Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJINA3A

Product Cetrine film coated tablets, 10 mg

TTpoaykr HeTpnu® TabneTkH, MOKPLITHIE MIEHOUHOH o6omodkoi, 10 Mr - ]
Batch No / : B2201361 Batch Quantity / : 687.600 KG/

Cepus Ne |O6bem mapTuu 687,600 KI' |
Analytical Report No / 2002FP22000888 Date of Analysis / 29-04-2022 o
AnajguTudecknii oruer Ne JaTta aHanusa |
Date of Manufacture / 04/2022 Date of Expiry / 03/2025

Hdara npousroacTBA Topen no

Analysis performed according ND / Ananus nposenen mo H: 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 / usm. Ne 2 ot 07.10.2021)

Ne Test / Mloxazarens

Result / PesyabTathl

1 Description / Onincanvie

2]

Identification by HPLC/
IMoanuHHOCTL

coated tablet with a breakline on one side.
IIBOSIKOBBIITYKJIblE TabNeTKH,
pHCKO Ha  OnHOW

fonepeuHoM pazpese
BeTa.

CTOpOHE.

Compﬁs as prescribed /
CooTBeTcTBYET

| Specification / Hopma
White coloured, round, biconvex film

White core on a cross section. / Kpyrisie
HOKPBITHIE

MIEHOYHOH obonoukoit Oejioro 1Bsera, ¢
Ha

— sAapo Genoro

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. /
Kpyrmsle ITBOSKOBBIMYKIBIE TabNeTKH,
MOKPEITEIE  TUIEHOYHON  06onowkoit
Germoro wiau nodty OGeNoro LBeTa, C
pUCKOli Ha omHoW cropone. Ha
TMOTIEPETHOM paspese — SAPo oT Gestoro
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 yoepXWBaHUS OCHOBHOTO
miKa Ha XpoMarorpaMmMe
UCTILITYEMOI'0  pacTBoOpa  JOIDKHO
COOTBETCTBOBATh BpPEMEHH
yIep)XMBaHHS OCHOBHOIO MHKa Ha
XpoMaTorpaMMe pactBopa
CTaHJapTHoOro obpasua LeTUpU3NHA
rUnpoxyiopuia (pazmen
«KonupuecTBeHHOE onpenesieHre» ).

3 Average weight / Cpennsst
Macca

191.0mg /191,0 Mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (or 1853 mr no
196.7 mr)

a

| Water /Boma

S Uniﬁ)mﬁy of dosage units
ORHOPOIHOCTH
103APOBaHUS

2.4% wiw [ 2,4%

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

137737

The acceptance value (AV) should be
less than or equal to 15.0/
[Tokazarens npuemneMmoctyt (AV)
ImoJKeH OBITEL He 6onee 15,0.

Remarks : The Product confirms to ND/
Ipumeuvanue: [TpoaykT cooTBeTcTBYET TpeboBanmam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUONKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
Mpoaykt @ llerpru® TabneTky, NOKPHITBIE TNEHOYHON 060J104K0i,10 MI -
Batch No / : B2201361 Batch Quantity / ¢ 687.600 KG/
Cepus Ne - O0bem mapTuu 687,600 KI"
Analytical Report No / 2002FP22000888 Date of Analysis / 29-04-2022 R
AHajuTHdecKnii oTyeT Ne _|MaTa ananusa il
Date of Manufacture / 04/2022 Date of Expiry / 03/2025
JlaTa Mpou3BOACTBA Iogen go

Analysis performed according ND / Anaaus nposeaen o HJI: TTN013283/01-160919 (amend Ne 1 from

12.05.2020 / n3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Ne Test / Ioka3zarenn

Result / PezynbTathl

6 Dissolution / PacTBopeHne

98%, 99%, 98%, 98%, 98%, 98%

Specification / Hopma
Not less than 80% (Q) of the
labeled amount of
C21H25C1N203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMHHAIIBHOTO COACPXKaHUA
C21H25C1N203'2HC1 (HCTI/IpI/ISI/]Ha
auruapoxaopun) dyepes 30 MuH.

7 Impurities by HPLC/
PoncTBeHHBIE TPUMECH
LETHPU3NHA

a) Impurity A/
npuMech A
b) Impurity B /
npuMecsh B
c) Impurity C/
npumecsk C
d) Impurity D /
nprMecs D

e) Impurity E /
nmpumech E

f) Impurity F /
npumech F

) Any unspecified impurity

if TroOast equHUYHAsA
HeMACHTUHUUMPOBAHH
ast IPUMeECh

h) Total impurities / Cymma
npuMecei

Less than LOQ (LOQ=0.019%)

0.01% /0,01%

Not detected / He o6HapyxeHa

Not detected / He o6Hapyxkena

0.03% / 0,03%

Not detected / He oGHapyxeHa

0.07% / 0,07%

0.1%/0,1%

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

b) Not more than 0.2 % / e Gomee 0,2
%

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

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

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykT cooTBeTcTBYET TpeOOBaHMAM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg
Mpoayier Llerpun® Tabierki, MOKPLIThIE MICHOYHO#M 0605104K0M, 10 MT o |
Batch No / : B2201361 Batch Quantity / : 687.600 KG/
Cepust Ne O6Bbem NapTrun 687,600 KT'
Analytical Report No / 2002FP22000888 Date of Analysis / 29-04-2022
AunajgurHdeckuii oTyer Ne Jara anaausa
Date of Manufacture / 04/2022 Date of Expiry / 03/2025
JlaTa npoM3BOACTEA Tomen 1o
Analysis performed according ND / Ananus nposeaen mo HJL: I1 N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)
| Ne Test / MokazaTens '_Result / Pe3yabTaThl 'S_peciﬁcation / Hopma
8 Microbial limits /
Muxpobronornueckas
HMUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob1ee 4ucio Menee 10 KOE/r He Gonee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He Gonee 100 KOE/r
mould count / O6miee wncno  [Menee 10 KOE/r
IPOXOKEBBIX ¥ TINIECHEBBIX
rpn6os Shall be absent in 1g / Otcyrcrsue B |
Absent in 1g / OtcyTcTBYeT B 1T r
c) E. coli
9 Assay / KonmngecTBeHHOE 9.85mg/ 9,85 mMr Each film coated tablet contains not
olpeie/IeHHe less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O3-2HCI  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr]
10 1 1,0 MT Cz [H25C1N203 -2HCI
(ueTUpU3MHa  JUTMAPOXNOPUI) B
TabieTke.
10 Package / Ynakogrka 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. / ITo 10 TabGneTox B leaflet in a carton. "In bulk" package:
[MBX/amomuHneBoM Oonucrepe. ITo 10 blisters in a carton. 252 cartons in
2 6JicTepa BMECTE ¢ WHCTPYKLMEH TI0 master carton.
PUMEHCHHIO YITaKOBAHBI B MMTAYKy / Tlo 10 TabneTox B
KapTOHHY10. [IBX/amomunnesom 6mmuctepe. TTo 2
unu 3 GIucTepa BMECTE C
WHCTPYKIUEH 110 TIPUMEHEHHIO
YMAKOBAHEI B MAYKy KapTOHHYIO.
Vmaxoska  "in-bulk": Ilo 10
GIIMCTEPOB MTOMEIIAIOT B KAPTOHHYIO
kopobky. Ilo 252  kapToHHBIE
KOpPOOKM TIOMELIAOT B KapTOHHBIN
] B [KOpoO. i
11 Labeling / MapkupoBka According to ND / B coorBercTsnu ¢ HJI
12 Storage conditions / At temperature below 25 °C. / ITpu Temnepatype He Bbiiue 25 °C.
X paHeHue
13 [Shelflife / Cpok ronHoctn 3 years / 3 roma -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TMpumeuanue: [IpoayKT cOOTBETCTBYET TpebosanusM HJT Zaxuaoyenne: OJOBPEHO
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