Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg

Mpoaykr : Llerpun® Tabnetku, NOKpLITEIC nnesoyHol o6onoykoit,10 Mr

Batch No/ B2200335 Batch Quantity / : 677.860 KG/
Cepust Ne O6neM napTHH 677,860 K[
Analytical Report No / 2002FP22000172 Date of Analysis / : 30-01-2022
AnajiHTHYecKkuii oTyer Ne JlaTa anaausa

Date of Manufacture / : 0172022 Date of Expiry / s 12/2024
JlaTa npoA3BOACTBA T'open ao

12.05.2020 / u3m. Ne 1 ot 12.05.2020

Analysis performed according ND / Awanns nposeaes no HIL: TI N013283/01-160919 (amend Ne 1 from

Ne | Test/IToxasaTeab Result / Pe3yibTaThl

Specification / Hopma

1 Description / Onicanne

MIeH09HOi 000JI0UKOH
puckoit Ha  OfIHOM

BETA.

White coloured, round,
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnsie
NBOAKOBHIMYKJIsle TabNeTkH, TMOKPBITHIE

nonepeuHom paspese — saapo 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. /
Kpyrible ABOAKOBBINYKITbIe TabneTky,
MOKpHITEIE  TUIEHOYHOH  obonouykoi
Geioro unu noutn Oenoro usera, c
puckoit Ha ofHOW ctopoHe. Ha
MonepeyHoM paspese — aapo ot 6enoro
no noytH 6enoro LBETA.

biconvex film

6enoro uBera, ¢
cropone. Ha

Tdentification by HPLC/
[TommmHHOCTD

Complies as prescribed /
ICooTBETCTBYET

The retention time of the main peak
in the chromatogram of test solution
hould correspond to the retention
ime of the main peak in the
hromatogram of cetirizine
ihydrochloride reference standard
olution (section Assay). /

BpeMsa ynepXWBaHMA OCHOBHOIO
nuKa Ha XpoMaTorpaMme
MCIILITYEMOTO0  pacTBOpa  JOMKHO
COOTBETCTBOBATb BPEMEHH
YIep)XKHBaHUS OCHOBHOIO ITHKa Ha
XpoMaTorpaMme pacTBopa
ICTaHIapTHOro o0paslia LUETHPU3HHA
rUApOXIOpHAa (pazzen
«KonnyecTBEHHOE OnpeneneHHe»).

Average weight / Cpennss
Macca

191.2mg / 191,2wmr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 Mr £ 3,0% (ot 185,33 mr no
196,7 mr)

Water / Boxa 3.0% w/w / 3,0%

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

Uniformity of dosage units
OnHopogHOCTE
n031MpoBaHmA

8.5/8,5

The acceptance value (AV) should be
less than or equal to 15.0 /
Mokasarens npuemnemoct (AV)
nomxeH OwITh He Gosnee 15,0.

Remarks : The Product confirms to ND/
Ilpnmeyanne: ITponykT cooTBeTCTBYET TpeGopanuam HII

Conclusion : APPROVED /
3akaouenue: ONOBPEHO
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Uncontroiled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg
Mpopykt : Llerpuu® Tabnerku, MOKpLITLIE NNeHOUHOH# 060M104KO#, 10 MT
Batch No / B2200335 Batch Quantity / 677.860 KG /
Cepus Ne O6bem napTun 677,860 KI"
Analytical Report No / 2002FP22000172 Date of Analysis / : 30-01-2022
AuanuTHyeckuii oTueT Ne JlaTa ananm3a
Date of Manufacture / 01/2022 Date of Expiry / 12/2024

aTa NPOH3BOACTBA Toaen ao

Analysis performed according ND / Auaau3s nposeaen mo HJ: T N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020

g) Any unspecified impurity

JIrobas equHUIHAS
HEenJEHTUPULMPOBAHH
fast IpuMeCh

h) Total impurities / Cymma
npumecei

0.11%/0,11%

0.2%/0,2%

Ne |Test/Iloxa3aTenn Result / Pe3syabTaThl Specification / Hopma
6 Dissolution / PactBopenue 100%, 98%, 100%, 99%, 100%, 100% |Not less than 80% {(Q) of the
labeled amount of
IC,1H25CIN,05-2HCI (cetirizine
dihydrochloride) is dissolved in 30
iminutes /
He ™enee 80 % (Q) or
HOMHHATEHOTO conlepXxaHus
C21H25C1N203'2HCI (ue'mpnsmla
nuruapoxaopua) depes 30 Mus.
7 Impurities by HPLC/
PozcTeennbIe npuMecu ) Not more than 0.2 % / ne 6onee 0,2
LeTHPU3NHA %
@) Impurity A / Less than Limit of Detection ) Not more than 0.2 % / He Gonee 0,2
npumeck A (LOD=0.005%) %
21);";22:3 B/ Not detected / He o6Hapyskena c) ‘I;iot more than 0.2 % / He 6onee 0,2
c) Impurity C/ Not detected / He o6HapyxeHa
nmpumMecs C d) Not more than 0.2 % / ue 6onee 0,2
%
) Impiriiy 1/ Not detected / He o6Hapyxena
npumecs D e) Not more than 0.2 % / ue 6onee 0,2
e) Impurity E/ e
npumecs E 0.04% / 0,04% _
f) Not more than 0.2 % / ue 6onee 0,2
f) Impurity F / Less than Limit of Detection %
npumechb F (LOD=0.015%)

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

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

Remarks : The Product confirms to ND/
Ipumeuanme: [TponykT cooTsercTBYeT TpeGopanuam HII

Conclusion : APPROVED /
3axmouenne: ONOEPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mpopykr : Lletpun® TabneTku, NOKpHITHIE MUIeHOYHOM 060110YK0ii, 10 MT
Batch No/ B2200335 Batch Quantity / : 677.860 KG/
Cepun Ne O6nem napTHH 677,860 KI"
Analytical Report No / +  2002FP22000172 Date of Analysis / : 30-01-2022
AHaJHTHYecKHi oTyeT Ne JlaTa aHaau3a
Date of Manufacture / 01/2022 Date of Expiry / s 12/2024
JlaTa npon3BOACTBA TI'onen no
Analysis performed according ND / Anasm3s nposeaen mo HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020
Ne Test / Iloka3zaTesb Result / PesyabTaTnt Specification / Hopma
8 Microbial limits /
Mukpo6ronornieckas
MUCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / O6wuee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBEIX MHKPOOPraHH3IMOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / Obmee uncno Menee 10 KOE/r
IPOXOKEBBIX W MIECHEBBIX
rpubos Shall be absent in 1g / OtcyrcTBUE B |
Absent in 1g / Orcyrcryer B IT r
c) E. coli
0 Assay / KonwuectBeHHOE 9.71 mg/ 9,71 Mr Each film coated tablet contains not
loTipenesieHue less than 9.0 mg and not more than 11.0}
mg C;H,;sCIN,O3-:2HCI  (cetirizineg)
dihydrochloride) per tablet / Ot 9,0 M~
o 11,0 wmMr  CyH,5CIN,O;-2HCI
(ueTMpu3MHA  AWUTHAPOXJIOPHA) B
rabnerke.
10 Package / Ynakoeka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet lor 3 blisters and patient information
in a carton. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[IBX/anomurneBoM Oiucrepe. [To 10 blisters in a carton. 252 cartons in
3 bnucrepa BMecTe ¢ HHCTPYKIHel mo  jmaster carton.
pPHMEHEHHIO YIIaKOBaHE! B NTAYKy / TTo 10 Tabnerok B
KapTOHHY!IO. MBX/amomunmnesoM 6nucrepe. IMo 2
H 3 Gnucrepa BMecTe ¢
F:J;crpymueﬁ IO TIPUMEHEHHIO
YIaKOBaHbI B NaYKy KapTOHHYO.
Vmakoska  "in-bulk": Ilo 10
6NIMCTEPOB MTOMEIAIOT B KaPTOHHYIO
opobky. Tlo 252 kapTOHHBIE
Eopon TIOMEILAIOT B KapTOHHBIN
o0pob.
11 Labeling / Mapkuposka According to ND / B cootBercTBum ¢ H|
12 Storage conditions / At temperature below 25 °C. / TIpu TeMnepartype He soine 25 °C.,
X panenue
13 Shelf life / Cpox romsoctt B years / 3 roma
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameuanue: ITpoayxT cooTBeTcTBYET TpeGoBanusaM HJI 3axmouenue: OJJOBPEHO
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