Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHUOHKAT AHAJIN3A

Product : Cetrine film coated tablets, 10 mg
Mponykt ¢ Llerpun® TabneTkH, NOKpLITLIE nnenouHoi obonoukolt,10 Mr
Batch No/ : B2200152 Batch Quantity / i 662.260 KG/
Cepus Ne O0beM MAPTHH 662,260 KI'
Analytical Report No / 2002FP22000145 Date of Analysis / :  30-01-2022
AnaJTuTHYCCKHiT oTyeT Ne JlaTa aganm3sa
Date of Manufacture / : 01/2022 Date of Expiry / s 12/2024

aTa NMpOH3BOACTBA Toxen 0o

Analysis performed according ND / AnaJjin3 nposefieH 1o HJI: T1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020

Ne Test / IloxazaTenn

Result / PeayasTaThl

Specification / Hopma

1 Description / Onncanne

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyribie
JIBOSAKOBBITTYKJIBIE TaGJ'lCTKH, ﬂOKpblTble
nieHo4Hoit o6onoukoif Genoro 1UBeTa, C

puckoi Ha omHoit cropore. Ha
nonepeyHoM paspese — Appo 6Genoro
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. /
Kpyrible IBOAKOBBITYKITLIE TabneTkH,
MOKPRITRIE  TUTEHOWHOM  oGonodkoi
Gemoro wiM TnoutH 6enoro usera, C
pucko#t Ha opHoit cropone. Ha
norepeyHoOM paspeae — AApo oT 6enoro
no noytu Geyoro LBETA.

2 Identification by HPLC/
[ToUIHHHOCTE

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
lsolution (section Assay). /

Bpems yAepXHBaHWA OCHOBHOIO
MHKa Ha XpoMaTorpaMMe
MCIILITYEMOrO  pacTBOpa  JOJKHO
ICOOTBETCTBOBATh BPEMCHH
YIEpKUBAHU OCHOBHOI'O NHKa Ha
XPOMATOrpamMmMe pactBopa
cTanfapTHOro ofpasua LEeTHpH3HHA
FHIpOXJIOpUIa (pazgen
«KonuyectpeHHoe onpenesieHHe).

£] Average weight / CpenHas
acca

191.9mg /1919 mr

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

4 Water / Boya

3.1% wiw /3,1%

Not more than 8.0% w/w /
He Gonee 8,0 %

5 Uniformity of dosage units
OnHOpPOAHOCTH
Ino3upoBaHyA

3.7/3,7

The acceptance value (AV) should be
less than or equal to 15.0 /
[okasaTesns npueMneMocTH (AV)
imomikeH OLITh He 6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoAyKT cooTBETCTBYET Tpebosanmam HIJ

Conclusion : APPROVED /
3akarouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Cetrine film coated tablets, 10 mg
NMponykr : lletpuu® TabneTkH, NOKPHITHIE TUIEHOYHOH ofonoukoit, 10 Mr
Batch No/ :+ B2200152 Batch Quantity / : 662,260 KG/
Cepusn Ne O6bem NAPTHY 662,260 KI'
Analytical Report No / 2002FP22000145 Date of Analysis / 30-01-2022
AHanuTHYECKH oTHeT Ne JaTa aHaan3a
Date of Manufacture / 01/2022 Date of Expiry / s 12/2024

aTa NPOH3BOJCTRA Tonen no

Analysis performed according ND / Anaaus nposeaex no HJ: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3am. Ne | ot 12.05.2020

Ne |Test/Ioka3aTean Result / PesyabraTbl Specification / Hopma
6 Dissolution / PactBopeHue 96%, 100%, 99%, 99%, 102%, 100% Not less than 80% (Q) of the
labeled amount of
Co HasCIN,O4-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wMenee 80 % (Q) ot
HOMHIIJILIIONOQ COJIEpIKATIAS
C2|H25CIN203'2HC‘ (ue’mpmnﬂa
nuruapoxiopua) yepes 30 MuH.
7 Impurities by HPLC/
PonctBeHAbIe IpUMecH E) Not more than 0.2 % / He Gonee 0,2
LECTHPH3NHA o
@) Impurity A / Not detected / He o6Hapyxena b) Not more than 0.2 % / ue Gonee 0,2
npuMech A o
b) Impurity B / c) Not more than 0.2 % / we 6onee 0,2
pamecs B Not detected / He o6HapyxeHa - >
c) Impurity C/ Not detected / He o6Hapyxena
npumeck C d) Not more than 0.2 % / ue 6onee 0,2
%
) Impirity D f Not detected / He o6napyxena
npuMecs D f) Not more than 0.2 % / e 6onee 0,2
e) Impurity E / ’
npumecs E 0.04% / 0,04%
f) Not more than 0.2 % / ue Gonee 0,2
f} Impurity F / Less than Limit of Detection %
npumech F (LOD=0.015%)
g) Not more than 0.2% /
g) Any unspecified impurity He Gonee 0,2%
JIro6as eauHU4HA 0 0
HEHIeHTHULMpPOBatiH DORER .8 h) Not more than 2.0% /
A TIPHMECh He Gonee 2,0%
h) Total impurities / Cymma  [0.2%/0,2%
npuMecei

Remarks : The Product confirms to ND/
Ipumeuanue: [TpogykT cooTBeTCTBYET TpeGoBannsm HJT

Conclusion : APPROVED /
3akarouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr & Llerpun® Tabnerky, NOKpLITEIE MieHOYHON 060m109K0H,10 Mr
Batch No / s B2200152 Batch Quantity / : 662260 KG/
Cepust Ne O0beM MapTHH 662,260 KI'
Analytical Report No/ 1 2002FP22000145 Date of Analysis / : 30-01-2022
AnanuTHYeckHii oTuer Ne Jara anaausa
Date of Manufacture / ¢ 01/2022 Date of Expiry / ¢ 12/2024
aTa NPOH3BOACTBA Topmen ao
Analysis performed according ND / Ananns nposenen no HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020
[N [Test/MokazaTens Result / PesyabTaTs! Specification / Hopma
8 [Microbial limits /
Mnkpo6Honornueckan
KUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / OG1uee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
23pO6HBIX MUKPOOPraHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / O6wee yncno [Meree 10 KOE/r
MIPONOKEBBIX M IINECHEBEIX
rpuboB Shall be absent in 1g / Orcyrcrsue B 1
Absent in 1g / OtcyrcTByer B It r
c) E. coli
0 Assay / KonmuuectsenHoe 9.87mg/ 9,87 mr Each film coated tablet contains nof]
loTIpeieIeHHe less than 9.0 mg and not more than 11.0|
mg CyHysCIN;O32HCI  (cetirizing]
dihydrochloride) per tablet / Or 9,0 mr
o 11 ,0 MT C2|H25C1N203'2HCI
(ueTnpusuHa  auruapoxnopua)  H
rabnerke.
10 Package / Ynakopka 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
la carton. / ITo 10 Ta6nerok B leaflet in a carton. "In bulk" package:
[1BX/antomuHueBom Gnucrepe. [To 10 blisters in a carton. 252 cartons in
2 6nucTepa BMeCTe ¢ HHCTPYKUMe o [master carton.
MPUMEHEHHIO YITaKOBAHBI B NTaYKy ITo 10 Tabnerok B
KapTOHHYIO. [IBX/amoMunuesoM 6muctepe. Mo 2
imm 3 Gnucrepa BMecTe ¢
MHCTPpYKUHMEH 10 MPHMEHEHHIO
[yITaKOBaHb! B TIAYKY KapTOHHY1O.
'Ymakoka  "in-bulk": Tlo 10
611CTEPOB MOMEILAIOT B KAPTORHYIO
kopobky. TIlo 252 KkapToHHEle
KOPOOKM TOMEINAIOT B KAPTOHHBIN
KopoO.
11 Labeling / Mapkuposka According to ND / B cootserctauu ¢ HII
12 Storage conditions / At temperature below 25 °C. / IIpu Temnepartype He Bbilue 25 °C.
X panenne
13 Shelf life / Cpok romnoctn  [3 years / 3 rona
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITpoaykT coorseTcTBYET TpeGoBaHuam HII 3akarouenne: ONOBPEHO
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