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CERTIFICATE OF ANALYSIS

JdaTa npon3BoAcTRA

CEPTUDUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr : IletpuH® TabneTkw, MOKPBITHIE TNIEHOUHON 0607104K0M,10 MT
Batch No/ : B2103982 Batch Quantity / 664.840 KG/
Cepusa Ne Ob6bem napTun 664,840 K" B
Analytical Report No / : 2002FP21002297 Date of Analysis / : 28-11-2021
AHanuTHyecknii oTuer Ne - HMata anaausa .
Date of Manufacture / ¢ 11/2021 Date of Expiry / 10/2024

I'onen no

Analysis performed according ND / Anaaus nuposeaen mo HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / usm. Ne 1 ot 12.05.2020)

[Ne [ Test/ IokazaTens

Result / Pe3yabTaThi

1 Description / Onucanue

White coloured, round, biconvex {film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrinele
\IBOSIKOBBITTYKJIBIE TaONETKH, TIOKPBITHIE
mieHo4YHoH o0onoykoit Genoro iwera, ¢
puckoit Ha  opHoil  cropoHe. Ha
momepevyHoM paspese — Aapo Oemoro
BETA.

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. /
Kpyrisie IBOSKOBBITYKIIBIE TaOIETKU,
MOKPBITBHIE  MIEHOYHOM  06Gonoukoi
Genoro wiad moyru Oeloro usera, c
puckoif Ha opHoH crtopoHe. Ha
MorepevyHoOM paspese — SApo oT Henoro
1o TouTH Gesoro 1BeTa.

2 Identification by HPLC/

Complies_ as prescribed / -

[TommuHHOCTD COOTBETCTBYET
3 'Average weight / Cpennsist 190.6 mg / 190,6 mMr
Macca

4 Water / Boxa

5 Uniformity of dosage units
/ ONMHOPOAHOCTD
IMO3UPOBAHUS

3.2% wiw /3,2%

| 28/28

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

Bpemst ymepKVWBaHWsA OCHOBHOTO

nuKa Ha XpoMarorpamMmme
UCTIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpPEMEHH
yACpKMBaHUA OCHOBHOIO IMKa Ha
XpoMaTorpaMme pacTBopa
cTaHZapTHOro obpasua HUEeTHPU3HHA
rUIPOXTIOpUAA (pazmen

«KonuuecTBeHHOE onpeneneHue).
191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 Mr mo
196.7 mr)
Not more than 8.0% w/w /

He 6onee 8.0 %

The acceptance value (AV) should be
lless than or equal to 15.0/
iHOKaSaTCJ'IB npuemieMoct (AV)
i’ﬂomKeH OwITE He Oonee 15,0.

Remarks : The Product confirms to ND/
MMpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaumaM HJL

Conclusion : APPROVED /
3amouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIHU3A
Product : Cetrine film coated tablets, 10 mg
Mponykr : IleTpnH® TabneTKy, MOKPHITHIE MIEHOYHOH 060104KO#,10 M o
Batch No / + B2103982 Batch Quantity / ¢ 664.840 KG/
Cepusi Ne O6bem napTuu 664,840 KI'
Analytical Report No / ¢ 2002FP21002297 Date of Analysis / ¢ 28-11-2021
AHANHTRYECKUIH oT4YeT Ne Mdara anaamza
Date of Manufacture / ;1172021 Date of Expiry / : 10/2024
JlaTa npou3BOACTBA Tonen o

Analysis performed according ND / Auanu3s nposeaen no HI: ITN013283/01-160919 (amend Ne 1 from

12.05.2020 / uam. Ne 1 ot 12.05.2020)

No Test / IlokazaTean Result / PesyabTaThl

6 Dissolution / PactBopenne 97%, 98%, 99%, 99%, 99%, 98%

C21H25C1N203 : 2HC1
minutes /

HOMHWHAIIBHOTO

Specification / Hopma

Not less than 80% (Q) of the |
labeled amount of

(cetirizine

dihydrochloride) is dissolved in 30

He w™enee 80 % (Q) or

coaepxKaHua

C,H3sCIN,O3-2HCI (netnpusuna
murHgpoxsopun) yepes 30 MuH.

7 Impurities t;HPLC/
PoncreenHbie nnpuMecu
UEeTUpU3MHA

a) Impurity A /
npuMecsh A

0,
bb) Impurity B / 0.02% / 0,02%

|anMe01> B
i) Impurity C/
npumMech C
d) Impurity D /
npumecsk D 0.05% / 0,05%
e) Impurity E /
npumech E

f) Impurity F /
npumMeck F 0.10% / 0,10%

g) Any unspecified impurity

JIiobas equHUYHag
HenIeHTU UM POBAHH

0.2% /0,2%
ast IPUMECh

h) Total impurities / CymMmma
MpUMecei

Not detected / He o6HapyxeHa

Not detected / He obnapysxeHa

Not detected / He obHapyxeHa

Not detected / He o6Hapyxena

a) Not more than 0.2
%%

%o

%

%

%

%

He 6oee 0,2%

He 605ee 2,0%

% / ue 6onee 0,2

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

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

d) Not more than 0.2 % / e 6onee 0,2

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

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

g) Not more than 0.2% /

h) Not more than 2.0% /

Remarks : The Product confirms to ND/

IIpumeyanne: [IpogykT cooTBeTCTBYET TpeboBaHuaM HJL

Conclusion : APPROVED /
3axkawuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product : Cetrine film coated tablets, 10 mg ) b
Mpoayxr  : IleTpnH® TabneTky, NOKPBITBIE MIIEHOHOH 06Gooukoi, 10 Mr B
Batch No / : B2103982 Batch Quantity / 664.840 KG /
Cepus Ne Ob6bem napTuu 664,840 KI"
Analytical Report No / : 2002FP21002297 Date of Analysis / 28-11-2021
AHaJUTHYEeCKHUIT oTueT Ne JlaTta ananusa
Date of Manufacture / 11/2021 Date of Expiry / 10/2024
JlaTa NpoH3BOACTBA Ionen no

Analysis performed according ND / Auanuz nposegen mo HJI[: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020)

Ne

Test / Tlokazareas

Result / PesyasTaTsl

Specification / Hopma

8

Microbial limits /
Mukpobnonorngeckas
HICTOTA

a) Total aerobic microbial
count / Ob1ee ancio
a3p0OHBIX MUKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / O6wee gncno
IPOXOKEBBIX U TJIECHEBBIX
rpubos

c)E.coli

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

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

Absent in 1g / OtcyTeTByeT B 1T

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

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

Shall be absent in 1g / OrcytctBue B 1
:

Assay / KonmuyectBeHHOe
onpeneneHue

11

10

12

13

Package / YrakoBka

Labeling / mplmpom(a

9.83 mg/ 9,83 mr

Each film coated tablet contains nof
less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O3-2HCL  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr

a0 1 1,0 MI C21H25C1N203‘2HC]
(LIeTHPU3UHA JHUTHIPOXIIOPHUN) B
TableTKe.

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet in a
carton. / ITo 10 TabneTok R
[MBX/amomunaneBoM 6mctepe. TTo 2
fnucTepa BMeCTe ¢ MHCTpYKUMEit Mo
MPUMEHEHHIO YITaKOBaHbI B MAUKy
KapTOHHYIO.

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

/ Tlo 10 Tabnerox B
[IBX/antomunuesomM 6nucrepe. [To 2
nnu 3 6arctepa BMeCTe ©
WHCTPYKUMEH 110 TPUMEHEHHTO
yakoBaHbl B TaYKy KapTOHHYIO.
Vmakoska  "in-bulk"™: Tlo 10
ONMUCTepOB MTOMEMAOT B KAPTOHHYIO
kopobky. [lo 252 kapToHHEBIE
KOpOOKH TIOMEIafoT B KapTOHHEIA

KOpoO.

T{\ccording to ND / B cootBercTBHHn ¢ H]{

- S_torage conditions /
XpaHeHune

At temperature below 25 °C. / Tlpu Temneparype He Boie 25 °C.

Shelf life / Cpok rognoctn

3 years / 3 roga

Remarks : The Product confirms to ND/

Mpumeuanue: IIpoaykT cooTBeTcTRYET TpeGoBanusM HJJ

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO
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