CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTU3A

Product Cetrine film coated tablets, 10 mg
IMpoayxkT [{eTpua® TabneTKU, TOKPLITHIE TNIEHOYHOH 0607109K0#, 10 MT
Batch No / B2103981 Batch Quantity / 667.400 KG /
Cepus Ne O0BbeM MapTHH 667,400 KI"
Analytical Report No / : 2002FP21002287 Date of Analysis / : 28-11-2021
AHaJuTHYecKHid oTqeT Ne Jarta ananausa o
Date of Manufacture / 11/2021 Date of Expiry / 10/2024 -
JlaTa mpou3sBocTBA I'ogen no

Analysis performed according ND / Auaau3 nposeaen mo HJI: TT N013283/01-160919 (amend Ne 1 from

12.05.2020 / m3m. Ne 1 ot 12.05,2020)

Specification / Hopma

Identification by HPLC/
[To)IMHHOCTD

N ‘

Average weight / Cpenuss
Macca

[Ne |Test/TokazaTens Result / Pe3yJanTaThi
White coloured, round, biconvex film

1 Description / Onucanue coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnsle
TBOSIKOBBITYKJIBIE TaONETKW, TOKPHITHIE
mIeHouHOH o6onoukoit Gemoro uBeta, ¢
puckoift Ha opHoii  cropoHe. Ha
moriepeyHoM paspese — sAapo 6Henoro
BeTa.

2

Complies as prescribed /
CoOTBETCTBYET

190.1 mg / 190,1 mr

4 Water / Bona

5 Uniformity of dosage units
OnnopongHoCTh
TO3UPOBaHUS

3.0% w/w / 3,0%

3.9/3,9

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. /
KpyTisle ITBOSKOBBITYKIBIE TaONETKH,
[OKPBITBIE  TJIEHOYHOH  0Gonoukoii
Oeroro wiIM To4TH Oeoro LBeTa, C
puckoii Ha omHOIl cTopone. Ha
MOIepeyHoM paspese — Apo oT Genoro

10 TTOYTH GeJToro TIBETA.

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). /

Bpemss ynmepuBaHWS OCHOBHOTO

nMKa Ha XpoMaTorpaMmme
WCTIBITYEMOTO  PacTBopa  JOJDKHO
COOTBETCTBOBATD BpEMEHH

yIOepKUBaHUS OCHOBHOIO MHKa Ha
KpoMaTtorpaMmme pacTBopa
CTaHZApPTHOrO 00pa3la LEeTHPU3NHA
FUAPOXIIOpHAa (pa3nmen
«Konu4yecTBEHHOE OTIpEHENCHUED ).
191.0 mg £+ 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (or 185,3 mr mo
196,7 mr)
Not more than 8.0% w/w /

|He 6onee 8,0 %

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokxasarens mpruemIieMocTH (AV)
nomxeHn ObITE He 6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoaykT cooTBETCTBYET TpeboBanmsam HJT

Conclusion : APPROVED /
3axurouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
IMpoayxt  : Llerpun® TabneTKH, MOKpPLITHIE TUICHOYHOW 0607109K0M,10 MT - B
Batch No / B2103981 Batch Quantity / 667.400 KG /
Cepnsa Ne O6BeM MapTHH 667,400 KI'
Analytical Report No / : 2002FP21002287 Date of Analysis / ¢ 28-11-2021
AHAJINTHYeCcKHUIi oT4yeT No JlaTa anaansa
Date of Manufacture / 11/2021 Date of Expiry / 10/2024
JaTa mpoHu3BOJACTBA I'open o

Analysis performed according ND / Anasnus nposeaen mo HJI: TIN013283/01-160919 (amend Ne | from
12.05.2020 / uam. Ne 1 ot 12.05.2020)

P\ T
| \'.r’

amount of
(cetirizine

CoacpXKaHusa

PozicTBeHHBIE IPUMECH
LHEeTUpU3NHA

a) Impurity A /
npumecs A

b) Impurity B /
mpumecs B
c) Impurity C/
mpumech C
d) Impurity D /
npumeck D
e) Impurity E /
npuMeck E

f) Impurity F /
npumech F

JIro6as eqnuyHas
HeugeHTUPULM poBaHH
ast MPUMECh

npuMeceit

g) Any unspecified impurity

h) Total impurities / Cymma

Not detected / He obHapy»xera
Not detected / He o6HapyXkena

Not detected / He o6HapyxeHa

Not detected / He obHapysxeHa

0.05% /0,05%

Not detected / He o6napysxeHa

0.10% /0,10%

0.1%/0,1%

Ne |Test/Iokaszatens | Result / Pe3yabTaThi | Specification / Hopma:_

6 iDissolution/PaCTBOpeHue 99%, 99%, 97%, 99%, 99%, 98% Not less than 80% (Q) of the
labeled
C21H25C1N203'2HC1
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) ot
HOMHHAJIBHOTO
C21H25C1N203‘2HC1 (HCTI/IpWSWHa

| - lnnrunpoxnopun) yepes 30 MuH.

7 Impurities by HPLC/ ‘

a) Not more than 0.2 % / ne 6onec 0,2
%

b) Not more than 0.2 % / 1e Gonee 0,2
%

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

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

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

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

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

h) Not more than 2.0% /
He 6o0nee 2,0%

Remarks : The Product confirms to ND/
IMpumeuanue: ITponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zakawuenne: OJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Mpoaykr LleTpun® TabNeTKN, IIOKPHITHIE MIEHOYHOM 060nm04Kko#,10 MT
Batch No / B2103981 Batch Quantity / 667.400 KG /
Cepus Ne O0BbeM napTHH 667,400 KT’
Analytical Report No / : 2002FP21002287 Date of Analysis / ¢ 28-11-2021
AHaJUTHYECKHIT oTueT No JlaTa aHaau3a
Date of Manufacture / 11/2021 Date of Expiry / 10/2024
JaTa nponsBoacTBA T'ogen go

Analysis performed according ND / Ananu3 nposeaen no HJI: TT N013283/01-160919 (amend Ne 1 from

12.05.2020 / w3mM. Ne 1 ot 12.05.2020)

Ne Test / [lokazaTenanb Result / Pe3lel>T_aTbl Specification / Hopma
8 Microbial limits /
Mukpobuonoruyeckas
qHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / OGwee 4nucno Menee 10 KOE/r He Gomnee 1000 KOE/r
a’pOOHBIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6uee uncno  [Menee 10 KOE/r
POJMCKEBBIX U MITCCHEBBIX
rpuboB Shall be absent in 1g / Orcytcraue B |
Absent in 1g / OtcyTcTByeT B 1T r
c) E. coli .
9 Assay / KonnuecTBeHHOE 9.83 mg/ 9,83 mr Each film coated tablet contains not
orpeneseHne less than 9.0 mg and not more than 11.0
mg  CyHysCIN,O5:2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr]
10 1 1,0 MT C21H25C1N203'2HC]
(ueTupu3MHa ~ OWTMOPOXJIOPUN) B
- TabneTke. N
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 2 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet in a jor 3 blisters and patient information
carton. / [Io 10 TaGneTok B leaflet in a carton. "In bulk" package:
([IBX/amomuaneBomM 6mwctepe. 1o 2 10 blisters in a carton. 252 cartons in
[bIIMCTEPA BMECTE ¢ WHCTPYKUHKEH Mo master carton.
MPUMEHEHUIO YIIAKOBaHbI B MAUKYy / TTo 10 TabneTok B
KapTOHHYIO. IBX/antoMmnHaneBoM Omctepe. [To 2
nnu 3 Gnucrepa BMecTe ©
MHCTPYKIMEH 110 TpPUMEHEHHTO
yMaKoBaHEI B MMAYKy KaPTOHHYIO.
Vmakoska  "in-bulk": Tlo 10
GIICTEPOB TOMELIAIOT B KAPTOHHYIO
kopoOky. Ilo 252  kaproHHBIE
KOpPOOKHM TIOMELIAI0T B KapTOHHBIN
- - - Kopob. -
11 Labeling / Mapkupogka According to ND / B cootBercTBun ¢ HJI
12 Storage conditions / At temperature below 25 °C. / TIpu TemnepaType He Bbine 25 °C.
XpaHeHUe
13 3 years /3 roma

Shelf life / Cpok rogHocTu

Remarks : The Product confirms to ND/

Hpumeuanue: ITpoaykT cooTBETCTBYeT TpeboBannsM HJI

Conclusion : APPROVED /
3axarwvenne: OJOBPEHO
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