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Unconirolled C

CERTIFICATE OF ANALYSIS

opy

CEPTHOUKAT AHAJIH3A
Product : Cetrine film coated tablets, 10 mg
Ilpoayr : Ierpuu® TabneTiH, OKpLITLIE NIENOTHOH 060/104KOiH, L0 Mr
Batch No / : B2202205 Batch Quantity / : 687.600 KG/
Cepug Ne o O0neM napTHH 687,600 KI'
Analytical Report No / : 2002FP22001616 Date of Analysis / ¢ 12-08-2022
| AHAIMTHY eCKHii 0TIeT No JlaTa ananiu3a
Date of Manufacture / ¢ 03/2022 Date of Expiry / 02/2025
JlaTa npou3BOACTBA ToneH no -

Analysis performed according ND / Ananus nposeaen mo HJ(: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne | Test/ Moxasatesn |Result / PesyabTars |
' White coloured, round, biconvex film
| Description / Onucanue coated tablet with a breakline on one side.

[ White core on a cross section. / Kpyrmsie
[ BOSAKOBEIMYKJIBIC TabJIETKH, ITOKPHITEIE
mIeHoyHoM 06osoukoii Oenoro mpera, ¢
puckoii Ha opHoi  cropoHe. Ha
MONepeyHoM paspese — sapo Oemoro
| [IBETA.

|
2 Identification by HPLC/ Complies as prescribed /
[omnuunOCTL CooTBeTCTBYET

|mo mouTH Genoro nBeTa.

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. /
Kpyrible ABOSKOBEIIYKIBIC TaONeTKH,
MOKPHITEIE  IJICHOUHOH  0Oonoukoit
Genoro umM moyTH GENOTO 1BeTa, ¢
puckoifi Ha omHoil cropome. Ha
IOTICPEYHOM pa3pese — AAPO OT OeIoro

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
ichromatogram of cetirizine

3 Average weight / Cpenmsin 1893 mg / 189,3 mr
Macca

{dihydrochloride reference standard
solution (section Assay). /
BpeMsi  yIep>KUBaHUA OCHOBHOTO

IMHKa Ha XpoMaTorpamMme
MCITBITYEMOI'0  pacTBOpa  AOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIEPXKUBAHUA OCHOBHOIO IIHKa Ha
XpomMaTorpamme pacTtsopa
CTaHAApTHOro o0paslia LEeTHUPH3HHA
rHOPOXJIOpUIa (paznen

«KOnH4eCTBEHHOE OIPEICIHCHHEN).
191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (or 185,3 Mr mo
196,7 mr)

4 Water / Boga 3.9% wiw / 3,9%

5 Uniformity of dosage units 6.8/6,8

Not more than 8.0% w/w /
He 6onee 8,0 %
The acceptance value (AV) should be

OmaopoaHoCTh less than or equal to 15.0/
MO3HPOBAHMSA [MokazaTens npuemneMocts (AV)
\moJpKeH Onrre He Gomee 15,0,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykT cooTBETCTBYET TpeboBanusM HJ[ 3axmouenune: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIN3A
[Product Cetrine film coated tablets, 10 mg_
Hponykr : Illerpun® TabneTkn, HOKPHITHE MICHOYHON 0001049K0i,10 M
Batch No / B2202205 Batch Quantity / : 687.600 KG/ o
Cepus N O6BeM nmapTum 687,600 KI'
Analytical Report No / 2002FP22001616 Date of Analysis / 12-08-2022 -
AHanuTH4YecKHi oTyeT Ne JaTa aHaaH3a
Date of Manufacture / 03/2022 Date of Expiry / 02/2025 ]
JlaTa NpoH3BOACTBA T'ozen o

Analysis performed according ND / Ananns nposemen no HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne | Test/HMoxasaTenn

| Result / PesyanTaTsi

6 | Dissolution / PacTRopenue

7 |Impurities by HPLC/
PO)ICTBCHHBIC TPUMECH
LCTUPHU3NHA

a) Impurity A /
npuMech A

b) Impurity B /
npumech B
c) Impurity C/
npumecs C
d) Impurity D /
npumeck D
e) Impurity E /
npumech E

f) Impurity F /
npumech F

g) Any unspecified impurity

Jlio6Gas exuHUIHAS
HEHEHTHOHIIUPOBaHH
las IpUMECH

h) Total impurities / Cymma
TIpUMeceH

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

Not detected / He o6uapy»xena

ILess than LOQ (LOQ=0.010%)

0.06% / 0,06%

|
0.03% /0,03%

Not detected / He obuapyxena

ILess than Limit of Detection
(LOD=0.015%)

0.07% 7/ 0,07%

0.2%/0,2%

| Specification / Hopma -

|Not less than 80% (Q) of the
labeled amount of
C,1H,5CIN,O3-2HCI (cetirizine
dihydrochloride) is dissolved in 30

minutes /

He wMenee % (Q) or
HOMMHAIBEHOTO conepIKanus
Cy1HysCIN,05-2HCI (uetupusuna

muruapoxnopun) depes 30 MuH.,

80

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

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

c) Not more than 0.2 % / ne Goxee 0,2
%

d) Not more than 0.2 % / ue Gomee 0,2
%

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

[
i'f) Not more than 0.2 % / e 6onee 0,2
%

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

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

Remarks : The Product confirms to ND/
IIpumeuanme: IIpoayxTt cooTseTcTBYET TpeOoBanmsaM HT

Conc|

3akmwuenne: OJJOBPEHO

lusion : APPROVED /
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

IMponykr : Icrpun® TabucTiH, IOKPHITLIE IeNowmioN 060m01koii,10 Mr

Batch No / B2202205 Batch Quantity / : 687.600 KG/
Cepus Ne O0neM mapTul 687,600 KT"
Analytical Report No / 2002FP22001616 Date of Analysis / : 12-08-2022
AHAJIMTHYECKHIA oT4eT No o JlaTa aHanK3a

Date of Manufacture / 03/2022 Date of Expiry / 02/2025
JlaTa npoOH3BOACTRA Tonen mo

Analysis performed according ND / Ananus nposenen wo HJI: 1T N013283/01-160919 (amend Ne 1 from

ot 07.10.2021)

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

Ne [ Test/ IoxazaTens | Result / Pe3yibTaTEl Specification / Hopma
8 Microbial limits /
IMuxpobuonornaeckas
qHCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1ee wicno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHEIX MUKPOOPTAHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6iee yucno  Menee 10 KOE/r
IPOYXOKEBBIX M IUIECHEBBIX
rpuboB Shall be absent in 1g / OtcyrcTsue B 1| -
Absent in 1g / OtcyTtereyer B 1r r
©) E. coli . ] -
9 Assay / Komuectennoe 9.77 mg /9,77 mr Each film coated tablet contains not
ornpeneneHue less than 9.0 mg and not more than 11.0
mg C21H25C1N203 -2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 wmr]
pi(e] 1 1,0 MrI Cz]stClNzOg -2HCI
(ueTMpu3MHA ~ AWTHAPOXIOPHA) B
- _|TabmeTke.
10 Package / Ynakoska 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 Tabnetox B leaflet in a carton. "In bulk" package:
([1BX/amomunuesom dnucrepe. [1o 10 blisters in a carton. 252 cartons in
2 b6mucTepa BMECTE ¢ HHCTPYKUHEH 10 master carton.
NPUMEHEHHIO YIIaKOBaHbI B IIA4YKY / TIo 10 TabmeTok B
KapTOHHYIO. [IBX/amomuuneBoM 6nucrepe. ITo 2
i 3 6cTepa BMeCTe C
lnncrpylcuneﬁ IO TIPUMCHEHHIO
[yTIaKoBaHKI B TTAYKY KAPTOHHYIO.
Vmakoka "in-bulk": Ilo 10
ONHUCTEPOB TIOMEIAIOT B KAPTOHHYIO
xopobky. Ilo 252 xapToHHBIE
KOpOOKHM TIOMEIAI0T B KApTOHHBIH
- [xopob.
11 Labeling / MapkupoBka According to ND / B coorBercTBuu ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / Ilpu TeMneparype He Brmue 25 °C.
XpaneHue
13 Shelf life / Cpox rogoctn 3 years / 3 roma o - -

Remarks : The Product confirms to ND/

IIpumeuanue: IIponykT cooTBeTcTBYET TpeboBaHmwsM HJJ

Conclusion : APPROVED /
3akawyenne: OIOBPEHO
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