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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A

Product Cetrine film coated tablets, 10 mg ) |
MponykT Llerpun® TabieTkH, MOKPHITHIE TITEHOUHOI 060N09Koi, [0 MT N
Batch No / B2200998 Batch Quantity / : 687.600 KG/
Cepus Ne o O6Bem napTun 687.600 KI'
Analytical Report No / 2002FP22000598 Date of Analysis / ¢ 22-03-2022
AnajauTHYecKHit oT4eT No _|AaTa apaausa
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
JdaTta mpousBoAcTBA T'open no

Analysis performed according ND / Anasus nposenen mo HJI: TT N013283/01-160919 (amend Ne 1 from

12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

| Ne
1
1

‘Test / MlokazaTean

Description / Onvcanue

Identification by HPLC/
[TopnuHHOCTH

Result / PesybraThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnsle
IBOSKOBBIMYKJIblE TAONETKH, IOKPBITHIE
IUIEHOYHOM obomo4ukoii Gernoro 1mBera, C
puckoifi Ha  omHodf  cTopoHe. Ha
TOTIEpPEYHOM  pazpe3e — Aapo  6Genoro
I[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. /
Kpyriible MBOSKOBBIMYKIbIE TabNeTKH,
MOKPBITBbIE  TUICHOYHOH  060I0YKOi
0eroro MM MOYTH OeNlore uBeTa, ¢
puckoil Ha omHOH cTopoHe. Ha
MOTIEPEYHOM pa3pese — AOpo OT Heyroro
710 TOYTH OeNIoro 1BETA.

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). /

Bpemss ymepXWBaHWS OCHOBHOTO
mKa Ha XpoMaTorpaMme
UCTIBLITYEMOrO  pacTBOpa  JIOIKHO
COOTBETCTBOBATh BpPEMEHU
yIOCPKUBAHUS OCHOBHOTO THKa Ha
XpoMaTorpaMme pacTBopa
CTaHZapTHOro o6pa3na UeTHpH3HHA
THAPOXIIOpHIa (pazzen
«KonnuecTBEHHOE ONPENCIECHUEN ).

Average weight / Cpennrss
Macca

190.6 mg / 190,6 mr

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

Water / Bona

Uniformity of dosage units
OnHOPOAHOCTE
nO3UpPOBaHUS

3.3% w/iw/3,3%

Not more than 8.0% w/w /
He 6omee 8.0 %

3.7/3,7

The acceptance value (AV) should be
less than or equal to 15.0 /
[MokazaTens npuemieMocTu (AV)
JOJDKEH OBITEL He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [TpogykT cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenne: OJJOGPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

MpoaykTt LleTpra® TabneTku, NOKphiThie MIeHo4HOH 060109K0i, 10 MT _
Batch No / B2200998 Batch Quantity / : 687.600 KG/
Cepus Ne O0neM napTun 687.600 KI"
Analytical Report No / 2002FP22000598 Date of Analysis / 22-03-2022
AHaTHTHYecKHii oTueT No JlaTa anaausa

Date of Manufacture / 02/2022 Date of Expiry / 01/2025

JaTa npousBoacTBa Tl'ogen no

Analysis performed according ND / Ananns nposegen mo HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3am. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzM. Ne 2 ot 07.10.2021)

h) Total impurities / Cymma
npumeceit

0.2% /0,2%

ﬂ Test / IloxazaTennb Result / PesyabTaThbl Specification / Hopma
6 Dissolution / PactBoperne 96%, 99%, 97%, 98%, 97%, 98% Not less than 80% (Q) of the
labeled amount of
C,;H,5sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMWHAITEHOTO comepxanus
C, H,sCIN,05-2HCI (uetnpusnaa
| nurugpoxyopun) vepes 30 MuH.
7 Impurities by HPLC/
PopcTBEHHBIE ITPUMECH a) Not more than 0.2 % / ne Gonee 0,2
LETUpPV3NHA %
a) Impurity A/ Not detected / He o6HapyxeHa b) Not more than 0.2 % / ue Gonee 0,2
npuMmecs A %
b) Impurity B / Not detected / He o6Hapysiena ¢) Not more than 0.2 % / He 6onee 0,2
npuMeck B %
c) Impurity C/ Not detected / He o6napyxena
npumecs C d) Not more than 0.2 % / ue 6onee 0,2
%
)l mpuity. Dl Not detected / He obHapyxeHa
npumeck D e) Not more than 0.2 % / ue 6onee 0,2
0,
RIInpR L B 0.04% / 0,04% -
.04% s (]
fIpuncee B f) Not more than 0.2 % / He Gonee 0,2
f) Impurity F / Not detected / He oOnapyxeHna %
npuMech F
g) Not more than 0.2% /
g) Any unspecified impurity He 6onee 0,2%
JTrobas equHyHAs 0.11% /0,11%
HeMACHTH(ULMPOBAHH h) Not more than 2.0% /
ad puMech He 6onee 2,0%

Remarks : The Product confirms to ND/
M pumeuanue: [IpogykT cooTBeTCcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
TTpoaykT LeTprun® TabrneTkH, MOKPhITHIE MIEHOUHON 0605104KOH, 10 MT .
Batch No / B2200998 Batch Quantity / : 687.600 KG/
Cepus Ne ObbeM napTum 687.600 KI"
Analytical Report No / 2002FP22000598 Date of Analysis / 22-03-2022 iy
AHanuTH4ecknii oTuer No Jata anajusa
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
JlaTa npou3BoAcTBa T'onen 1o

Analysis performed according ND / Anasms nposeaen no HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / usm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3Mm. Ne 2 ot 07.10.2021)

Ne Test / [TokazaTeanb Result / Pe3yabTaThl Specification / Hopma
8 Microbial limits /
Mukpobuonoruyeckas
YHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61ee yucio Menee 10 KOE/r He Gonee 1000 KOE/r
a3pOBHBIX MUKPOOPTAaHH3MOB
! Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6mee ancno Menee 10 KOE/r
IPOMCKEBBIX W TICCHEBBIX
rpuoos Shall be absent in 1g / OTcyrcraue B 1
Absent in 1g / OtcyTcTByeT B IT r
| k)E.coli B -
9 Assay / Komnuectennoe 9.71 mg /9,71 mr Each film coated tablet contains not
oTpeseieHne less than 9.0 mg and not more than 11.0
mg  C,HysCIN,O53-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 wmr|
p1{e] 1 1,0 MT C21H25C1N203'2HC1
(ueTMpH3UHa  IOUTHAPOXIOPWA) B
rabeTke. |
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / [1o 10 Tabnetok B leaflet in a carton. "In bulk" package:
[1BX/anromuuneBom ommcrepe. [o 10 blisters in a carton. 252 cartons in
3 GiicTepa BMECTE ¢ MHCTpYKUMe# o {master carton,
NIPUMEHEHWIO YTIaKOBaHEI B TAYKy / TTo 10 TabneTok B
KapTOHHYIO. [TBX/anromuuanieBoM 6nucrepe. ITo 2
uny 3 Gnucrepa BMECTE C
MHCTPYKIUEN TI0 IPUMEHEHHIO
yMaKOBaHBI B Ta4YKy KapTOHHYIO.
Vnakoska "in-bulk": Ilo 10
OGIIUCTEPOB MMOMEIIAIOT B KAPTOHHYTO
kopobky. Ilo 252  xaproHHEIE
KOpOOKM TOMEI[aloT B KapTOHHBIN
- K0pob. -
11 Labeling / MapkupoBka According to ND / B cootBerctBuu ¢ HJ{
12 Storage conditions / At temperature below 25 °C. / TIpn remneparype He Boime 25 °C.
X panenve
13 | Shelf life / Cpox rogHoctn 3 years / 3 rona

Remarks : The Product confirms to ND/
ITpumeuanne: [IpoIyKT COOTBETCTBYET TpeboBauusM HJ{

Conclusion : APPROVED /
3akarwuenne: OJJIOBPEHO

WI-GLOB-QA-0669-1.0
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