Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg ]
MponykTt [TeTpH® TabIeTKH, TTOKPBITBIE TWIEHOYHOH 00601104K0#, 10 MT -
Batch No / B2301787 Batch Quantity / 687.600 KG/ ]
Cepust Ne O0bem napTHn 687,600 K"
Analytical Report No / 2002FP23001457 Date of Analysis / 1 15-06-2023
AHaJauTH4eckuii oryer No Jata anaauia o
Date of Manufacture / 05/2023 Date of Expiry / 04/2026
JaTa npousBoACTBA TINogen mo S

Analysis performed according ND / Anaans nposeaen no HJI: TI N013283/01-160919 (amend Ne 1 from R
| 12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / mam. Ne 2 ot 07.10.2021)

i3

1

| Test / MokazaTenn

Result / PesyabTaTsl

Description / Onicanue

ABOJAKOBBINMYKJIbIE Tabn €TKN,

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
MOKPBIThIC
MmieHOYHOM oboouxoif Gemoro uBera, C
puckoli Ha omHoW  cropoHe. Ha
momiepeyHoM paspese — sagpo Gemoro
LBETA.

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. /
Kpyribie HBOSKOBBIMYKIIBIE TabIeTKH,
MOKPBITBIC  TUTEHOYHOUW  060104KOif
Genoro uad Moyt Genoro usera, c
prckoii Ha ofHON crTopoHe. Ha
MOTIEPEYHOM paspese — siipo oT Genoro
N0 NOYTH 6ENoro LBeTa.

Identification by HPLC/
[TognuHHOCTD

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
solutjion (section Assay). /

Bpemst ynmepxuBaHMs OCHOBHOTO
uuka Ha XpoMaTorpaMme
UCTIBITYEMOT0  PacTBOpa  JOJIKHO
COOTBETCTBOBATH BpeEMeHU
yIepKNBaHUsS OCHOBHOTO TIHKa Ha
KpoMaTorpaMme pactBopa
craHgapTHOro obpasla LeTHPH3IMHA
rHAPOXJIOpHIA (pazmen
«KonnyecTBeHHOE ornipeaeeHiey).

Average weight / Cpennsas
Macca

191.7mg / 191,7 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 Mr + 3,0% (or 1853 wr no
196,7 mr)

Water / Boxa

3.4% wiw /3,4%

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

_Uniformity_of dosage units
/ OITHOPOJHOCTH
IMO3MpPOBaHUS

6.1/6,1

The acceptance value (AV) should be
less than or equal to 15.0/
[TokasaTens npuemiemMocTd (AV)
\moJKeH ObITH He Oojiee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: IIpomykT cooTBeTCTBYET TpeboBanmsM HJI

Conclusion : APPROVED /
3axiouenme: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
Mpoayxr  : Llerpun® TabneTku, NOKPLITbIE MIEHOYHOH 0601109K0M, 10 MI B
Batch No / B2301787 Batch Quantity / 687.600 KG /
Cepus Ne O06BemM napTun 687,600 KI"
Analytical Report No / 2002FP23001457 Date of Analysis / 15-06-2023
AnajuTHYecKHH oTyeT No Jarta anajauza
Date of Manufacture / 05/2023 Date of Expiry / 04/2026
 IaTa NpOU3BOACTBA Iogen o

Analysis performed according ND / Ananus nposeaen mo HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzM. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 o1 07.10.2021)

b) Impurity B /
nmpuMecsk B
c) Impurity C/
nprmMechk C

d) Impurity D /
npuMecs D

e) Impurity E /
npumech E

f) Impurity F /
npumech F

g) Any unspecified impurity

JIrobasg equaMaHas
HEWIeHTU QUL POBaHH
as IpUMech

h) Total impurities / CymMa
npuMecei

Not detected / He obHapysxeHa

Not detected / He o6napysxeHa

Less than LOQ (LOQ = 0.003%) / Huxe
Tpeesia KOJTMIeCTBEHHOTO OMpeaeTeHHs!
(TTKO = 0,003%)

Less than LOQ (LOQ = 0.023%) / Huxe
mpenena KoJTUYeCTBEHHOTO OTpe/ieeH s

(TIKO = 0,023%)

Not detected / He o6HapyxeHa

Not detected / He o6napyxkena

Not detected / He obHapyxeHa

Ne Test / IloxazaTean Result / PezyabTaThi Specification / Hopma :
6 Dissolution / PacTBopenne 99%, 100%, 98%, 98%, 99%, 100% Not less than 80% (Q) of the
labeled amount of
CZ]H25C1N203'2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMHWHAIBHOTO coJIepKanms
Cy1HysCIN,O5-2HCI (meTmpusuna
_ |nuruppoxinopun) dyepes 30 mMuH.
7 Impurities by HPLC/
PopcTeeHHBIE IPUMeECH a) Not more than 0.2 % / He Gonee 0,2
LETUPU3NHA %
a) Impurity A / Not detected / He o6HapyxeHa b) Not more than 0.2 % / He 6onee 0,2
upuMecs A %

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

d) Not more than 0.2 % / He 6omnee 0,2
%

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

f) Not more than 0.2 % / He 6onee 0,2
%

g) Not more than 0.2% /
He 6omee 0,2%

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

Remarks : The Product confirms to ND/
Mpumeuanne: [Tpooykt cooTBeTCcTBYET TpeboBaHmam HJ{

Conclusion : APPROVED /
3axawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
IIpoaykr LleTprH® TabaeTky, MOKPLITHIE MIIEHOUHOH 060/10uKOW, 10 MT B
Batch No / B2301787 Batch Quantity / 687.600 KG /
Cepusn Ne O6bem napTun 687,600 KT"
:Analytical Report No / 2002FP23001457 Date of Analysis / 15-06-2023
AHaJuTHYecKui oTuer Ne JaTa anaju3a ]
Date of Manufacture / 05/2023 Date of Expiry / 04/2026
JlaTa NpoU3BOACTBA I'ojen oo
Analysis performed according ND / Auanus nposeger mo H: TI N013283/01-160919 (amend Ne 1 from
~ 12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)
[ Ne ]Test / MokazaTensb | Result / Pesyabtatsr Specification / Hopma
8 Microbial limits /
EM1/11<p06v10nomqecxaﬂ
HuCcTOTa
[a) Total aerobic microbial ILess than 10 CFU/g / Not more than 1000 CFU/g /
icount / O61uee yucno Menee 10 KOE/r He 6omee 1000 KOE/r
[a3p0o6HBIX MUKPOOPTAHU3MOB
INot more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
imould count / O6mmee uncno [Menee 10 KOE/r
IPOAOKEBBIX W TITCCHEBBIX
rpu6oB Shall be absent in 1g / Orcyrcreue B 1
lAbsent in 1g / OTcyTcTBYeT B IT r
c)E.coli
9 Assay / KonmndecTBeHHOE 10.00 mg / 10,00 mr Each film coated tablet contains nof
onpeneneHue less than 9.0 mg and not more than 11.0
mg  C, HysCIN;O3-2HCI  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr
(e} 1 1,0 MT C21H25C1N203'2HC]
(ueTpu3MHA  AWTWAPOXNOpHA) B
TabIeTKeE.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / ITo 10 Tabsnerox B leaflet in a carton. "In bulk" package:
[1BX/anroMunneBoM 6nucrepe. I1o 10 blisters in a carton. 252 cartons in
3 6nrcTepa BMECTE ¢ MHCTPYKIUEHR 110 master carton.
TIPUMEHEHHIO YIIaKOBaHBI B MTAYKY o 10 tabnetok B
KapTOHHYIO. IMBX/amomunneBoM 6nuctepe. 1o 2
unu 3 6nucrepa BMECTE C
UHCTPYKUMEN TI0 IPUMEHEHUIO
yIMaKoBaHBI B TAYKy KapTOHHY'O.
Vmakoska  "in-bulk™ Ilo 10
OIIUCTEPOB MTOMELIAFOT B KAPTOHHYTO
kopobky. Ilo 252 xapTOHHBIE
KOpPOOKHM TOMENIAOT B KapTOHHBIN
J - KOpoo.
11 Labeling / MapkupoBka According to ND / B cootBercTeuu ¢ HJ|
12 Storage conditions / At temperature below 25 °C. / [1pu Temnepatype He Beile 25 °C.
XpaHeHne
13 Shelf life / Cpok ropnoctn 3 years / 3 roga o
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: TIpoayKT cOOTBETCTBYET TpeOoBanusamM HJ Zakawuenne: OJJOBPEHO
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