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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg —
Npoaykr : Ilerpun® TabiieTKy, MOKPBITHIE NIEHOUHOH 060104K0M, 10 MP
Batch No / : B2200882 Batch Quantity / : 687.600 KG/ N
Cepus Ne O0beM MapTHH 687,600 K"
Analytical Report No / : 2002FP22000545 Date of Analysis / : 14-03-2022 1
AHAJHTUYECKHIT oTueT Ne JlaTa anaju3a |
Date of Manufacture / ¢ 02/2022 Date of Expiry / 01/2025
JlaTa npou3sBoacTBa T'ogeH no

Analysis performed according ND / Auanns nposeaen mo HJ: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3mM. Ne 2 ot 07.10.2021)

Ne Test / IloxazaTensb

1 Description / Onucanue

Result / PesyabTaThi

[ Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnble
NBOSKOBLIMYKNTbIe TabNeTKH, TOKPbITbIE
[JIEHOYHOU 00o00ukoi Oemoro IIReTa, ¢

nornepeyHoM paspese — snpo Genoro
[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. /
Kpyrnbie ABOSKOBBITYKJIBIE TAONETKH,

puckoif  Ha  omgHoif  cropoHe. Ha[mokpeiThie IUIEHOYHOW  060NOYKOM

Genoro WM 1ovru Oeloro uUBera, ¢
puckoif Ha onmHOW cropone. Ha
NoIepeyHoM paspese — AIpo oT 6enoro
110 T104TY O€eJIoro 1BeTa.

2 Identification by HPLC/ R

Complies as prescribed /

The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
‘Itime of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

BpeMsi  yiepXHBaHWS OCHOBHOTO

UKa Ha XpomaTorpamme
MCIBITYEMOI'0  pacTBOpa  IOMKHO
COOTBETCTBOBATH BpEMEHH
yOep>KUBaHMUS OCHOBHOTO IIMKa Ha
XpoMaTorpaMme pacrBopa
CTaHAapTHOTO obpasia HeTHpH3NHA
FUIPOXIIOpHLIA (pazgen

«KonnuecTBeHHOE ONpefieNIeHUe»).

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

Not more than 8.0% w/w /

He 6omee 8.0 %

[TomTHHHOCTY CooTBeTcTBYET
|
3 Average weight / Cpegasis | 191.6mg / 191,6 mr
Macca
4 | Water/Bona - 3.6% wW/w /3,6%
5 | Uniformity of dosage units | 3.4/3,4
OaHOpPOAHOCTD
TO3WPOBAHIS

The acceptance value (AV) should be
less than or equal to 15.0 /
[ToxasaTtens npruemiaeMocTH (AV)
imoixeH ObITE He Oosee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoaykT cootBeTcTByeT TpeboBannam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg o
Mpoayxt : Llerpun® TabNeTKH, NOKPLITHIE MIEHOUHON 060/109K0/. 10 Mr -
Batch No / 1 B2200882 Batch Quantity / : 687.600 KG/ o
Cepua Ne B Oo0mem naprun 687.600 KI'
Analytical Report No / : 2002FP22000545 Date of Analysis / : 14-03-2022 h
AHaJquTHuecKnii oTuetT Ne |/laTa aHau3a
Date of Manufacture / ¢ 02/2022 Date of Expiry / ¢ 0172025
JlaTa MpoM3BOACTBA Togen mo

Analysis performed according ND / Ananus nposesen no HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Ne | Test/Tlokazarean Result / PesyasTaThl Specification / Hopma

6 Dissolution / PactBopenue 96%, 97%, 97%, 97%, 97%, 96% Not less than 80% (Q) of the
labeled amount of
C,1H,5sCIN,O3-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmence 80 % (Q) or
HOMMHANBLHOI'O cogepKatus

C,1H,5CIN,O5-2HCI (uetupusnna
jmaruapoxstopun) yepes 30 MuH.

7 Impurities by HPLC/

PojcTBEHHBIE TIPUMECH a) Not more than 0.2 % / ne 6onee 0,2
LeTHpPU3NHA %
a) Impurity A / Not detected / He o6HapyxeHa b) Not more than 0.2 % / He Gonee 0,2
npumech A 0
b) Impurity B / 0.02% /0.02% c) Not more than 0.2 % / He Gonee 0,2
nmpuMecs B ) ’ %,
c) Impurity C/ Not detected / He o6napyxeHa
npumech C d) Not more than 0.2 % / ue 6onee 0,2
%
d) Impurity D / Not detected / He oGrapy»xeHa
nprmeck D e) Not more than 0.2 % / e 6onee 0,2
o) Impurity E / 0.04% / 0,04% "
npumeck E f) Not more than 0.2 % / He Gonee 0,2
f) Impurity F / Not detected / He o6napysxeHa %
npumecs F
g) Not more than 0.2% /
g) Any unspecified impurity He 6oiee 0,2%
JIro6asa eqnHUIHAS 0.11% /0,11%
HeuaeHTHGNUMPOBaHH h) Not more than 2.0% /
as IpuMech He 6onee 2,0%
h) Total impurities / Cymma 0.2%/0,2%
npuMeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [TponykT cooTseTcTBYET TpeGoBanuaM HJ Jaxmouenue: OJOBPEHO
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CERTIEICATE OF ANALYSIS
CEPTUHOUKAT AHAJTU3A

Product Cetrine film coated tablets, 10 mg
Mpoaywrt [erpun® TabneTku, NOKpLITHIE WICHOUHOH 0005104k, 10 M -
‘Batch No / B2200882 Batch Quantity / : 687.600 KG/
Cepusi Ne Ofbem naprTun 687.600 KI'
Analytical Report No / 2002FP22000545 Date of Analysis / : 14-03-2022
AHanuTHYecKkHii order No Jlara ananusa
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
JlaTa npou3Bo/ACcTRA TopeH 1o
Analysis performed according ND / Auaans nposegen no HJI: [T N013283/01-160919 (amend Ne | from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)
[Ne  [Test/Tokasarean Result / PesyabTaThl Specification / Hopma
8 Microbial limits /
MukpoGuonorudeckas [
YHUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob1mee yucno Menee 10 KOE/r He 6omee 1000 KOE/r
a3pOOHBIX MUKPOOPraHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He Gonee 100 KOE/T
mould count / O6mee uncno [Menee 10 KOE/r
IPONOKEBBIX W TIIECHEBBIX
rpu6oB Shall be absent in lg / OrcytcTBue B |
c) E. coli Absent in 1g / OtcyTcTBYeT B IT r
9 Assay / KonnyecTBeHHOE 9.75 mg /9,75 Mr Each film coated tablet contains not
ornpenesieHue less than 9.0 mg and not more than 11.0
mg  CyHyCIN,O3-2HCl  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr|
a0 1 1,0 Mr C21H25C1N203‘2HC1
(ueTpuanHa  OUTUAPOXJIOPUA) B
TabJeTKe. _
10 Package / YrakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet in [or 3 blisters and patient information
a carton. / [1o 10 TabneTok B leaflet in a carton. "In bulk" package:
[IBX/anmromprHueBoM Gnuctepe. ITo 10 blisters in a carton. 252 cartons in
3 GnucTepa BMecTe ¢ MHCTpyKLyeil no  jmaster carton.
MPUMEHCHHIO YTIaKOBAHbI B MAYKy / TTo 10 TabneTok B
KapTOHHYIO. [MIBX/amomuHauesoM 6mmctepe. [To 2
Uy 3 6IcTepa BMECTe ¢
MHCTPYKLMEH 110 IPUMEHEHHIO
yTaKOBaHbI B TAYKy KaPTOHHYIO.
Vmakoeka  "in-bulk": Ilo 10
Ouucrepos MOMEIANT B KAPTOHHYIO
kopobky. Ilo 252  KapTOHHEIE
KOpPOOKH TOMENIaloT B KapTOHHBIN
B Kopob.
11 Labeling / MapkupoBka According to ND / B cootserctBun ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype He Bbie 25 °C.
XpaHeHue
13 Shelf life / Cpok rognocti |3 years / 3 roza ]
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Tpoaykt coorsercrayer Tpeboanusam HJIL 3axmouenne: OJJOBPEHO
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