Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr @ IleTpur® TabieTky, MOKPLITHE NIIEHOYHON 060n01KoM, 10 Mr - .
Batch No / : B2301265 Batch Quantity / 687.600 KG/
|Cepust N - _|O0Bem mapTuu 687,600KI" |
Analytical Report No / : 2002FP23001014 Date of Analysis / ¢ 18-04-2023
| ARAJIMTHYECKHI 0TyeT Ne JaTa anajau3sa |
Date of Manufacture / ¢ 03/2023 Date of Expiry / 02/2026
Jata npouspoacTBa I'ogen no

Analysis performed according ND / Ananus nposexen mo HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / nu3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)

Ne Test / IloxasaTeanb Result / PesyasTaThl _

White coloured, round, biconvex film
1 Description / Onucanue coated tablet with a breakline on one side.
White core on a cross section. / Kpyrneie
NBOSIKOBBIMTYKJIble TabneTky, MOKPBITHIE
wieHo4YHOM o6oMmoukoii Gemoro 1BeTa, C
puckoit Ha  onHoit  cropoHe. Ha
THIOMepeYHOM paszpese — saapo Genoro
IBETA.

| 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. /
Kpyriibie IBOSKOBBINYKITble TabIETKH,
MOKPBITBIE  TIEHOYHONW  060JI0OYKOIH
Oenmoro uau moutn Oenoro LBeTa, C
puckoil Ha oAHOM crTopoHe. Ha
MOTIEPETHOM pa3pese — AAPo oT Benoro
.10 1noyTy GeIoro 1BeTa.

2 Identification by HPLC/ Complies as prescribed /
[TopnuAaHOCTL 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). /

BpeMss ynepxuBaHUS OCHOBHOIO
KA Ha XpoMarorpaMmme
UCIILITYEMOT'O  pacTBOpa  AOIKHO
COOTBETCTBOBATH BpeMeHU
yIEP)KHBaHNs OCHOBHOT'O TIMKAa Ha
XxpoMmarorpaMmme pacTBopa
CTaHAAPTHOTO oOpaslia LIeTUPU3INHA
THIPOXIIOpHIA (pazmen
«KonnuecTBeHHOE onpeaencHue) ).

3 Avcrage weight / CpeaHss 190.2 mg /190,2 mMr
macca

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mMr £ 3,0% (ot 1853 ™Mr no
196,7 Mr)

4 Water / Bosta 3.0% wiw / 3,0%

Not more than 8.0% w/w /
He 6onee 8.0 %

5 Uniformity of dosage units 2.0/20
/ OMHOPOIHOCTD
MO3UPOBAHUS

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazarens mpueMaemMoctu (AV)
imoJKeH OBITEH He 6oitee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBETCTBYET TpebosanusaM HJT 3akarouenune: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OIF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg -
Mpoaykr  : LleTpun® TabieTku, NOKpPBITHIE MIEHOYHOH 0607104KOM, 10 Mr - -
Batch No / B2301265 Batch Quantity / i 687.600 KG/
Cepusi Ne o 0O61beM napTuu 687,600KI"
Analytical Report No / : 2002FP23001014 Date of Analysis / 18-04-2023 ]
AHaJuTHYecKHH oT4eT Ne JlaTa anaJjausa B
Date of Manufacture / 03/2023 Date of Expiry / 02/2026 ]
JaTa npousBojacTBa lopen no

Analysis performed according ND / Anaaus nposexen mo HJI: ITN013283/01-160919 (amend Ne 1 from

Ne Test / TlokazaTeanb

12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wam. Ne 2 ot 07.10.2021)

Result / PesyanraTel

6 Dissolution / PacTBopenue

7 Impurities by HPLC/
PoncreenHsle MpUMecH
UEeTUpU3NHA

a) Impurity A /
nprmecs A
b) Impurity B /
npumecs B
c) Impurity C/

npumMecst C

d) Impurity D /
npumecsk D

e) Impurity E /
nprMeck B

f) Impurity F /
npumecs F

g) Any unspecified impurity

JIro6as enrHNIHAA
HeuAeHTH UL POBAHH
ast IpUMeECh

h) Total impurities / Cymma
npuMecen

96%, 97%, 100%, 97%, 102%, 100%

| Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C21H25C1N203'7.HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He Menee % (Q) or
HOMHHAJIIEHOTO coAepIKaHus
CyHysCIN, O3 2HCI (ieTupusvna
aurwapoxsopun) vepes 30 mud,

80

Not detected / He o6Hapyxena

Less than LOQ (LOQ = 0.010 %) / Huxe
mpeesia KOMMYEeCTBEHHOTO OpeleIeHIs
(TIKO = 0,010%)

0.02% / 0,02%

Not detected / He o6Hapy»kena

0.02% / 0,02%

[css than Limit of Dctection (LOD =
0.015%) / Huxe nipenena oOHapyKeHNA
(TIO = 0,015%)

0.06% / 0,06%

0.2% /0,2%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Mpumeuanue: [TpogyKT coOTBETCTBYET TpeboBaHmaM HJL

Conclusion : APPROVED /
3aknrouenue: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg o i
Mpoayxt HeTpnH® TablleTKH, TOKPBITLIE MNEHOYHON 06omoukoi, 10 Mr -
Batch No / B2301265 Batch Quantity / 687.600 KG /
Cepust Ne O6bem napTHn 687,600 KI"
Analytical Report No / 2002FP23001014 Date of Analysis / 18-04-2023
AHaJHTHYeCKHI oTueT Ne o | HMaTa amanu3a
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
JMaTa npouzBoacTBa Togen no
Analysis performed according ND / Auasin3 nposeaen no HJ{: 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 / wamM. Ne 2 ot 07.10.2021)
Ne Test / IlokasaTtenn Result / PesyabTathi - Specification / Hopma :
8 Microbial limits /
MukpoOGuonoruyeckas
THCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Oburee 4ncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6mee uncino Menee 10 KOE/r
IPOXKKEBBIX U TITECHEBBIX
rpu6oB Shall be absent in 1g / OrcyrcrBue B 1
Absent in 1g / OtcyTeTByeT B 1T r
L c) E. coli -
9 Assay / KondecTBeHHoe 9.87 mg /9,87 mr Each film coated tablet contains not
oripejieNieHHe less than 9.0 mg and not more than 11.0
mg C,HysCIN,O3-2HC1  (cetirizing
dihydrochloride) per tablet / Ot 9,0 Mr
J10 1 1,0 MI C21H25C1N203 -2HCI
(ueTUpHM3MHA  OUTHAPOXJIOPHIA) B
TabyeTke. ]
10 Package / VnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / ITo 10 tabnerok B leaflet in a carton. "In bulk" package:
[IBX/antomunneBoM Onucrepe. [To 10 blisters in a carton. 252 cartons in
3 6nmcTepa BMecTe ¢ MHCTPYKIMEH 110 master carton.
MPUMEHEHWIO YIIaKOBaHB! B TTA4Ky ITo 10 Tabnerok B
KdpIOHHYH). [IBX/amromunneBoM 6nuctepe. ITo 2
unu 3 Gnuctepa BMecTe ©
MHCTPYKIUEH 10 TIPUMEHEHUTO
YIaKOBaHEI B MAYKy KapTOHHYO.
Ynakoska  "in-bulk"™: Tlo 10
ONHACTEPOB TOMEIAIOT B KAPTOHHYIO
kopobky. Ilo 252 kapTOHHBIE
KOpOOKH TIOMELIAIOT B KapTOHHBIH
- S - - KOpoO.
11 Labeling / MapxupoBka According to ND / B cootsetcTBIu ¢ H]
12 Storage conditions / At temperature below 25 °C. / Ilpn Temneparype He Boiwe 25 °C.
Xpanenne
13 [Shelflife/ Cpok ropnoctn  [3 years /3 roma -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TpoxykT cooTBeTCTBYET TpebopannaM HJI 3akatouenne: OJOBPEHO
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