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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
poayxr LleTpnH® TabneTky, MOKPBITHIE MIeHOYHOH 00010uKoi, 10 Mr
Batch No / B2300655 Batch Quantity / 687.600 KG /
Cepus Ne O0beM mapTuu 687,600 KI'
Analytical Report No / 2002FP23000545 Date of Analysis / 28-02-2023
AnanmuTnueckuii oTuer Ne JaTa ananusa
Date of Manufacture / 02/2023 Date of Expiry / 01/2026
JlaTa npou3BoACTBA TI'ogen ao

Analysis performed according ND / Ananns uposexen mo HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

Ne

Test / IloxasaTesn

Result / PesyabTaTbl

Specification / Hopma

Description / Onncanne

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrneie
NBOSKOBBIMYKNble TabIeTKH, MOKPbITbIE
[I7IEHOYHOM 06oNouKoN Oermoro IBeTa, C
puckoii Ha  onmHoi  ctopone. Ha
rMmorepevyHoM paspese — saxpo 6Heroro
uBeTa.

biconvex film coated tablet with a
breakline on one side. White to off-

Mo TToYTH GEJIoro IBETA.

White or off white coloured, round, |

white core on a cross section. /
Kpyriele IBOSKOBBITYKIIbIe TaOJIETKH,
MOKPBLITbIE  [UIEHOYHOH  000I0UKOMH
beroro WM ToYTH Oelroro IBeTa, ¢
puckod Ha oxHo# cropone. Ha
MoMepevyHoM pas3pese — si/Ipo oT 6enoro

Identification by HPLC/
[TonnuHHOCTH

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). /

Bpems ylepxWBaHWS OCHOBHOIO
muKa Ha XpoMarorpaMmMe
HCITBITYEMOTO ~ pacTBOpa  JIOIKHO
COOTBETCTBOBATH BpEMEHH
ydepKHBaHUS OCHOBHOIO THKa Ha
XpoMaTorpaMme pacTtBopa
cranmapTHoro obpasua UeTUpU3MHA
THAPOXITOPH/IA (pazmen
«KoaudgecTBEHHOE OTpeJICIIEHUE)).

Average weight / Cpennsis
Macca

'189.4mg /189,4 mr

191.0 mg = 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 mMr no
196,7 mr)

[O]) ‘ &~

Water / Bona

2.9% wiw /2,9%

Not more than 8.0% w/w /
He 6omnee 8,0 %

Uniformity of dosage units
/ OnHOPOIHOCTD
IMO3UpPOBAHMS

5.6/5,6

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazatens nipuemiieMocTd (AV)
MoJKeH OBITEL He Goitee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoayxr coorBercTByeT TpeboBanusM HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHDPHKAT AHAJTU3IA

Product : Cetrine film coated tablets, 10 mg

Hpoxykr : Ilerpun® TabneTky, MOKPhIThIE MIEHOUYHON 060104YKOH, 10 Mr |
Batch No / : B2300655 Batch Quantity / : 687.600KG/
Cepus Ne O6bem napTun 687,600 KI'

Analytical Report No / ¢ 2002FP23000545 Date of Analysis / : 28-02-2023
AHaauTHyeckmii oTyeT Ne JdaTta anaimsa

Date of Manufactare / : 02/2023 Date of Expiry / ;0172026

JaTa npounssoacTsa T'omen no

Analysis performed according ND / Anaaus nposeaen mo HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne Test / IlokazaTean Result / PesyanTaThl Specification / Hopma

6 Dissolution / PacTBopeHue 99%, 96%, 97%, 96%, 97%, 96% Not less than 80% (Q) of the
labeled amount of
C21H25C1N203'2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMHHAJTBHOTO COJIepKaHns

C,1HysCIN,O5-2HCI (uetupusmuna
imurrapoxiopun) yepes 30 MUH.

7 Impurities by HPLC/

PoncTBenHbIe pUMeECH a) Not more than 0.2 % / ve Goiee 0,2
LETHPHU3UHA %
) Not detected / He oGrapy»xeHa
a) Impurity A / b) Not more than 0.2 % / e Gonee 0,2
nprMech A A
. 0.01% /0,01%
b) Impurity B / c) Not more than 0.2 % / ne Gonce 0,2
npumece B Less than LOQ (LOQ=0.017%) %
c) Impurity C/
nmpumecs C d) Not more than 0.2 % / He Gonee 0,2
%
d) Impurity D / INot detected / He o6Hapy»keHa
mpumecs D e) Not more than 0.2 % / He 6onee 0,2
k) Impurity E / 0.03% / 0,03% %
npumeck E f) Not more than 0.2 % / ue 6onee 0,2
f) Impurity F / Not detected / He oGHapykeHa %
npumMech F
g) Not more than 0.2% /
g) Any unspecified impurity |y ggoy / 0,08% He 6onee 0,2%
JIro6ast emuHUYHAS
HEHIEHTH UUMPOBAHH h) Not more than 2.0% /
a1 IpUMECh He 6omee 2,0%
h) Total impurities / Cymma
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [poaykT cooTBeTcTBYET TpeGoBanusm HJI 3axmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Product Cetrine film coated tablets, 10 mg

Hpoaykr LleTpun® TabieTku, NOKPBIThIE IIEHOYHOH obooukoii, 10 mr

Batch No / B2300655 Batch Quantity / 687.600 KG /
Cepus Ne O0Bem napTuu 687,600 KI'
Analytical Report No / 2002FP23000545 Date of Analysis / 28-02-2023
AnanuTnyeckuii oruer Ne Mara ananusa

Date of Manufacture / 02/2023 Date of Expiry / 01/2026
Jata npon3BoacTBa I'ogen g0

Analysis performed according ND / Ananus nposegen mo HJI: TIN013283/01-160919 (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  [Test/ Iokazarenn

Result / Pe3yasTaThl

Specification / Hopma

8 Microbial limits /
Mukpobuonornyeckas
qHUCTOTA

a) Total acrobic microbial
count / OGriee uncno
a>poOHBIX MHKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / OGriee uwcio
JIPOOKEBBIX U TUIECHEBBIX

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

rpubos Shall be absent in 1g / Orcyrcreue B 1
Absent in 1g/ OrcytcTByeT B Ir r
c) E. coli
9 Assay / KonndecTBeHHO® 9.84 mg/ 9,84 mr Each film coated tablet contains nof
oTipesieNieHne less than 9.0 mg and not more than 11.0
mg  CyHpsCIN,O32HCI  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr
710 11,0 Mr C21H25C1N203'2HC]
(eTWpHU3AHAa ~ AUTHAPOXJIOPHI) B
| TabneTKe.
10 Package / Yimakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2

a carton. / ITo 10 Tabnerok B
[IBX/amomunnesoM Onucrepe. 1o

3 6nuctepa BMecTe C MHCTPYKLUMEH 110
MPUMEHEHHIO YIIAKOBAHKI B MAYKY
KapTOHHYIO.

3 blisters and patient information leaflet in

or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 carlons in
master carton.

/ Tlo 10 TabneTok B
[IBX/amomunHuesom 6nuctepe. [o 2
WK 3 GIucTEpa BMECTE C
WHCTPYKIHMEH 10 TPHMEHEHHIO
yMaKkoBaHbl B NaUKy KAPTOHHYIO.
VmakoBka  "in-bulk": Ilo 10
GIUCTEPOB MOMEIIAIOT B KAPTOHHYTO
kopobky. Tlo 252 kapTonHble
KOpoOKY TOMEIAloT B KapTOHHBIH
KOp00.

11 Labeling / Mapkupoeka

According to ND / B cooteercteun ¢ HJJ

12 Storage conditions /
XpaHeHne

At temperature below 25 °C. / TIpu TemnepaTtype He BoiLIe 25 °C.

13 Shelf life / Cpok rognocty

3 years / 3 roza

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTCTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES
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