Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIIU3A
Product Cetrine film coated tablets, 10 mg [
TMponyxr LleTpnu® TabNETKH, MTOKPLITHIE INIECHOYHOH 060TouKoi,10 MT -
Batch No / B2202862 Batch Quantity / ¢ 687.600 KG/
Cepusi Ne = - N Ob6bem mapTun 687,600 KT
Anal_ytical Report No / ¢ 2002FP22001888 Date of Analysis / 17-09-2022
AHAJIMTHYECKHIi 0TUeT Ne Jdara ananuza R ]
Date of Manufacture / 07/2022 Date of Expiry / 06/2025
JaTa npousBojcTBa Topen o

Analysis performed according ND / Ananu3s nposeaen mo HJI: T N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

Ne Test / [TokazaTeanb

Result / PesynbTathl

Specification / Hopma

1 Description / Onucanue

\ABOSKOBBIIYKJILIC Ta6J'lCTKH,

puckoit Ha  ogHON
[OIIEPEYHOM  pa3pese
BeTa.

CTOPOHE.
|

White coloured, round, biconvex film
coated tablet with a breakline on one side. biconvex film coated tablet with a
White core on a cross section. / Kpyrieie breakline on one side. White to off-
NoKpeITEleWhite core on a cross section. /
TIeHOYHOW o6omnoykoif Gemoro usera, c[Kpyriibie HBOSKOBBITYKIBIE TabNETKH,

— sdgpo Oenorolbenoro UNM moytw Oenoro LBera, C

White or off white colz)ﬁred, round,

Hanokperrbie  nmeHodHOW  o6onoukoff
puckoit wWa oxHoit  cropome. Ha
TOTIEPEYHOM paszpese — sApo oT Beoro

10 nouTy 6enoro pera,

I\Ji

| Identification by HPLC/
[ToanuuuocTs

macca

4 Water / Boga

on

/ OXHOPOIHOCTE
103U POBaHMS

.3 Average weight / Cpennsist

Uniformity of dosage units

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). /

BpeMms ynepkuBaHWS OCHOBHOIO
117 %:1 Ha XpoMaTorpamMmme
MCILITYEMOTO  pacTBopa  JOJMKHO
COOTBETCTBOBATD BpEMEHH
yIepKUBAaHUS OCHOBHOTO THKa Ha
XpoMaTorpaMmme pacTBOpa
CTaHIAPTHOTO 06pasila LeTUPU3INHA
THAPOXITOpHIA (pasmen
«KonnuecTreHHOE ONpeaeeHmey ).

1902 mg /190,2nmr

3.2% wiw / 3,2%

o 21/21

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 mr no
196,7 mr)
Not more than 8.0% w/w /

\He 6ouree 8,0 % -

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazarens npuemnemocty (AV)
momkeH ObITH He Oonee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanue: [Tpoayxt cooTBeTcTBYET TpeboBanmsM HJT

Conclusion : APPROVED /
3axawvenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIMU3A
[Product Cetrine film coated tablets, 10 mg i
Mpoaykr LleTpnr® TabNeTKH, TOKPBITHIC TNIEHOYHOH obonouKkoi, 0 MT
Batch No / B2202862 Batch Quantity / : 687.600 KG/ ]
Cepuss Ne O06bem napTuu 687,600KI" |
Analytical Report No / 2002FP22001888 Date of Analysis / 17-09-2022
AHanuTHuyeckmii oryer Ne JaTa anaymsa |
Date of Manufacture / 07/2022 Date of Expiry / 06/2025
JlaTa npou3BoACTBA Tonen o

Analysis performed according ND / Ananu3s nposeaen mo H/: T1 N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

Ne

Test / lokasaTreanb

Result / PesyabraTsl

Specification / Hopma

6

Dissolution / PacTBopenue

98%, 98%, 98%, 96%, 97%, 97%

Impurities by HPLC/
Poncreennsie mpumecu
LEeTUPH3UHA

a) Impurity A/
npuMecb A
b) Impurity B /
npumMecsk B
c) Impurity C/

nmpumecs C

d) Impurity D /
'r[pmwecr) D

e) Impurity E /
npumecs E

f) Impurity I /
npuMech F

g) Any unspecified impurity

i JTro6asg equHMYHAS
HeUAeHTHULHMPOBAHH
ast TpUMech

h) Total impurities / Cymma
npumecei

Not detected / He o6napyxena

Less than LOQ (1.LOQ=0.010%)

0.03% / 0,03%

Not detected / He obHapyxeHa

Less than LOQ (LOQ=0.023%)

Not detected / He oGHapykeHa

0.08% / 0,08%

0.1%/0,1%

Not less than 80% (Q) of the |
labeled amount of
C21H25C1N203'2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He mMenee % (Q) or
HOMMWHANBEHOTO COlCPXKAHUS
C, HysCIN,O5-2HCI (uetwpusuna
nuruapoxnopun) 4epes 30 mun.

80

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

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

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

d) Not more than 0.2 % / ne 6omnee 0,2
%o

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

|

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

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

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

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoayxT cooTBeTCTBYET TPeOOBaHMIM HJI

Conclusion : APPROVED /
3akawuenune: OJJTOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg i 1
Mpoaykt @ lerTpun® TabneTky, MOKPLITBIE TIEHOTHO 060m0 KON, 10 MT !
Batch No / B2202862 Batch Quantity / : 687.600 KG/
|Cepun Ne Obbem maprnu 687,600 KI"
Analytical Report No / 2002FP22001888 Date of Analysis / ¢ 17-09-2022
| AHaTHTHYecKHI oT4eT No - Marta anaausa
Date of Manufacture / 07/2022 Date of Expiry / 06/2025 |
JaTa npousBoAcTRa TopeH a0 .

Analysis performed according ND / Ananus nposeaen mo H/I: TT N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3M. Ne 2 o1 07.10.2021)

‘ Ne Test / IlokazaTennb Result / PesynbTaTsl Specification / Hopma
8 Microbial limits / -
Mukpobuonoruyeckas
qHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob1ee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r f
mould count / Obmee uncnio  Menee 10 KOE/r
IPOSKIKEBBIX W TIICCHERBIX
rpnboB Shall be absent in 1g / OTcytcTBue B 1
Absent in 1g / OtcyTcTBYeT B IT r
c) E. coli o |
9 Assay / Konnuecrsennoe 9.84 mg/ 9,84 Mr Each film coated tablet contains not
orpeneneHue less than 9.0 mg and not more than 11.0
mg C2|H25C1N203‘2HC] (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr|
o 11,0 mr C21H25C1N203'2HC|
(ueTupu3uHa  JINTUIPOXIIOPHUL) B
| TabneTKE.
10 Package / Ynakoska 10 tablets in PV C/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / ITo 10 TabneTok B leaflet in a carton. "In bulk" package:
[1BX/amomuuneBoM Gnucrepe. Ilo 10 blisters in a carton. 252 cartons in
2 6nmucTepa BMECTE ¢ MHCTPYKILMEH o [master carton.
TIPUMCHEHWIO YIIAKOBAHEI B TTAYKY ITo 10 Tabnerox B
KapTOHHY1O. [IBX/anromyaneBomM 6nuctepe. Io 2
unn 3 6nucrepa BMecTe
HHCTPYKLMEH 1o MPUMECHEHWIO
yITAKOBAHBI B MMAYKy KAPTOHHYIO.
Vnakoeka  "in-bulk": Ilo 10
OITHCTEPOB ITOMEIIAFOT B KAPTOHHYIO
kopoOky. TIlo 252 kapTOHHBIE
KOpPOOKH TIOMEIIAIOT B KaPTOHHBII
B K0po0O. - i
11 | Labeling / Mapkuposka According to ND / B coorsercTsum ¢ HJI
(12 Storage conditions / At temperature below 25 °C. / Tlpu TeMnepatype He Bbilue 25 °C.
Xpaneunue
13 Shelf life / Cpok romsoct |3 years / 3 roga - )
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipnmeuanne: TIponykT cooTseTcTBYET Tpebosanuam HJI 3akaiouenne: OJOBPEHO
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