CERTIFICATE OF ANALYSIS

CEPTHOPHKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg :
HpoaykT LleTpra® TabneTiku, NOKpsITHIE 1IeHOYHOM 060J104K0H, 10 Mr S i
Batch No / : B2104567 Batch Quantity / 674.180 KG/
CepuaNe Ofsem naprin GTLIBOKD o o
Analytical Report No / ¢ 2002FP22000051 Date of Analysis / 13-01-2022
AHannTnyecknii otuer Ne JaTa anaansa T
Date of Manufacture / 12/2021 Date of Expiry / 11/2024
JaTa npoussoacrsa Topen no &

Analysis performed according ND / Ananus nposeaen mo HJI: IIN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne | ot 12.05.2020

Ne  |Test/ Iloxasatenn

Result / PesyabTaThl

| Specification / Hopma

1 Description / Onncanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnbie
NBOSIKOBEINYK/IbIE TabJIETKH, TIOKPHITHIE
MIeHO4YHOH 060JT0uKoil 6eioro LBeTa, ¢

puckoii  Ha  opuoii  cropowe. Ha
MofnepeyHoM paspese — sAapo 6enoro
LBeTa.

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. /
Kpyrnble [BOSKOBGLINYKJIBIE TaGNETKH,
[OKPBITBIE  [IEHOYHOH  060JI0YKOM
Oenoro unu noytu Genoro ugera, ¢
puckoii Ha onHOM ' cropone. Ha
NonepevHoM paspese — sApo oT 6enoro
10 moyTH 6enoro uBeTa.

2 Identification by HPLC/
[ToanuHHOCTE

Uncontrolled Copy

Complies as prescribed /
CooTBeTCTByeT

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

Bpems  yOepXKHBaHUS  OCHOBHOTO
nuKa Ha XpomaTorpamme
UCIIBITYEMOr0  pacTBOpa  [OJIKHO
COOTBETCTBOBATE BpEMEHH
yIepXHBaHNS OCHOBHOIO MHKa Ha

XpoMmaTorpaMme pacTBopa
CTaHAapTHOro obpasua LeTHpU3WHA
rHApOXJIopHaa (pazuen

«KonuyecTBeHH0€ OnpeneseH ey ).

(V%)

Average weighf/ Cpenusis
Macca

190.2 mg /190,2 Mr

1196.7 mr)

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 1853 mr no

4 |Water/Bona

3.2% wiw /3,2%

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

5 Uniformity of dosage units
/ OpHopoaHOCT
NO3UPOBAHHS

23723

The acceptance value (AV) should be
less than or equal to 15.0 /
[Toka3zarens npuemiemoctn (AV)
\o/KeH ObITh He Gontee 15,0.

Remarks : The Product confirms to ND/
INpumeuanue: Iponykr coorsercrayer TpeGosanusam HII

Conclusion : APPROVED /
3axiouenne; QIOGPEHO
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“Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

[Product  : Cetrine film coated tablets, ]Onﬁig
Mpopykt : LleTpuH® Tabnerxu, noKpbITsle NieHouHON 060104KOH,10 Mrr

Batch No / : B2104567 Batch Quantity / ¢ 674.180 KG/
|Cepus Ne . |O06Bbem napTun 674,180 KT"
Analytical Report No / ¢ 2002FP22000051 Date of Analysis / ¢ 13-01-2022
Anajautuyeckuii oruer Ne Mdara ananusa

Date of Manufacture / 1 12/2021 Date of Expiry / ¢ 11/2024
JlaTa npou3BOACTBA I"open o

Analysis performed according ND / Ananus nposeaen mo HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 o1.12.05.2020

Ne  |Test/MokasaTens  |Result/PesyanTatel Specification / Hopma
6 Dissolution / Pacreopenne 100%, 97%, 98%, 99%, 98%, 98% Not less than 80% (Q) of the
labeled amount of
Cz 1 stC]NzOg -2HCI (cetiri zine
|dihydrochloride) is dissolved in 30
minutes /

He Menee 80 % (Q) or
HOMHKHAJILHOIO coziepIKaHusl
C21H25CIN203'2HC] (ueTldplfl:ﬂdHa

- |nuruapoxnopun) yepes 30 MuH.

7 |Impurities by HPLC/

PoxncreeHHbIe MpUMecH a) Not more than 0.2 % / ue 6onee 0,2

LICTHPU3UHA o %

a) Impurity A / Not detected / He obuapyskena b) Not more than 0.2 % / ne Gonee 0,2

npumMecs A %

b) Impurity B / 0.02% / 0,02% c) Not more than 0.2 % / He 6onee 0,2

npumecs B B 3

c) Impurity C/ Not detected / He o6uapyscena

npumecs C d) Not more than 0.2 % / ne Goiee 0,2
%

S mpurn b Less than LOQ (LOQ=0.003%) |

npumecs D e) Not more than 0.2 % / ne 6onee 0,2
0,

| e) Impurity E / A5 1 0.3 /

Tpisps b ok e f) Not more than 0.2 % / ne Gonee 0,2

f) Impurity F / %

npumecs F Not detected / He oGrapy>xena |
g) Not more than 0.2% /

g) Any unspecified impurity He 6onee 0,2%

Jlrobas enMHnuHAS 5 G
HeHACHTHUUHPOBAHH Hhsel 0B h) Not more than 2.0% /
45 IIpuMech He Gonee 2,0%

h) Total impurities / Cymma  |0.1%/0,1%

npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: [ponyxT coorercTBYeT TpeGosanusam HJI . 3axmouenune: OJJOGPEHO
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‘Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHATTHU3A
Product Cetrine film coated tablets, 10 mg
Ipoaykt LlerpuH® TabserkH, MOKpbIThIE M1eHOuHOMH 060104K0kH, 10 MI T RN
Batch No / : B2104567 Batch Quantity / ¢ 674180 KG/
Cepust Ne O6BeM napTum TR0 KL o oo o
Analytical Report No / 2002FP22000051 Date of Analysis / 13-01-2022
AHaaHTHYECKHA oTyeT No JlaTa ananu3a
Date of Manufacture / 12/2021 Date of Expiry / 11/2024
Jara npousBoacTBa I'oxen oo

Analysis performed according ND / Anasus nposeaen no HJI: T1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020

'8 Microbial limits /

MHUCTOTa

[Ne [Test/Moxasatens
Muxpobuonornueckas

a) Total acrobic microbial
count / O6wee yucno :
a9pOOHDBIX MHKPOOPIraHU3MOB

b) Total combined yeasts and
mould count / O6mee yucno
IPOKOKEBBIX U TUIECHEBLIX

Result / Pesyabtathl

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

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

| Specilication / Hopma

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

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

OlIpeleNieHUe

rpuboB Shall be absent in 1g / Orcyrcrsue B 1
Absent in 1g / OtcyrcrByer B.1r r
c)E.coli
9 Assay / Konuuectennoe 9.91 mg/ 9,91 mr Each film coated tablet contains not

less than 9.0 mg and not more than 11.0
mg  CyHpsCIN,O3-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
10 1 1,0 Mr C2|H25C1N203‘2HC]
(ueTMpusuHa  JUIMAPOXJIOpWI) B
rablieTke.

10 Package / Ynakosxa

11 Labeﬁﬁg / Mapxﬁﬁ&i} 2

12 Storage conditions /
XpaHeune

110 tablets in PVC/aluminum blister,

3 blisters and patient information leaflet
in a carton. / Ilo 10 Ta6nerok B
[1BX/amomunuerom Gucrepe. [To

3 Bnucrepa BMeCTe ¢ HHCTPYKIHeii 1o
[PHMEHEHKIO YTIAKOBaHbI B IAYKy
KapTOHHY!O,

10 tablets in PVC/aluminum blister. 2
or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton. :

/ Tlo 10 Tabietok B
IBX/amomunresom 6nucrepe. [To 2
uau 3 6aucrepa BMecTe ©
MHCTpPYKLIKMEH 10 MPUMEHEHHUIO
yNaKoBaHs! B NauKy KapTOHHYIO.
Vnakoka  "in-bulk": ITo 10
GIMCTEPOB TOMEILAIOT B KAPTOHHYIO

Kopobky. [To 252 KkapToHHbIE
KOPOOKH [OMEIAIOT B KapTOHHEIH
KOpOo. -

Accbrding to ND / B cooTseTcTEHH ¢ HA

At %é’ii{jjér”ziihfé below 25 °C. / l'Ipﬁ TeMmneparype He Bbiue 25 °C,

I3 [ShelfTife / Cpok roanocru

3 years/ 3 rona

Remarks : The Product confirms to ND/ _
Ipumeyanue: [ponykT coorsercrsyet TpeGosanuam HJT

Conclusion : APPROVED /
3axnwyenue: OJOBPEHO
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ELECTRONIC SIGNATURES
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