Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHANIU3A

Product Cetrine film coated tablets, 10 mg

(MpomykT UeTprH® TabneTku, NOKPLITHIE MIEHOTHOH 0601109K0#, 10 Mr =

Batch No / B2300657 Batch Quantity / 687.600 KG / =
| Cepust Ne O0neM MapTHH 687,600 KI'

Analytical Report No / 2002FP23000576 Date of Analysis / ¢ 28-02-2023 ]
AHaguTHyeckuif oTyer Ne Jarta anaausa

Date of Manufacture / 02/2023 Date of Expiry / 01/2026

|/laTa npou3BoOACTBA Tonen o

Analysis performed according ND / Anaiu3s nposeaen mo HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3am. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3Mm. Ne 2 ot 07.10.2021)

Test / [TokazaTean

1 Description / Onvicanue

2 Identification by HPLC/
[TognmuHHOCTD

Result / PesyabTaThl

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section, / Kpyrinsle
NIBOAKOBBINYKIJIble Ta0NETKU, TOKPHIThIE
IeHOYHOW 000NIouKOoil Oeyloro 1BeTa, C

puckoit Ha  omHoit  cropome. Ha
florepevyHoM paspese — sAapo 6Genoro
[1BETA.

1o nourty Genoro usera.

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. /
Kpyrnble JBOSKOBBINYKIbIE TaOIETKH,
MMOKPBITBIE  TUTEHOUHOH  0601104KO¥
Oenoro unu noutw Oenoro Bera, ¢
puckoif Ha oO#HON crTopone. Ha
1TOTIEPEYHOM paspese — SOpo OT 6emoro

CooTBeTcTBYyET

Complies as prescribed /

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 ynepkwBaHUS OCHOBHOIO
nuKa Ha XpoMmaTorpamme
WCTIBITYEMOTO  PacTBopa  JOJKHO
COOTBETCTBOBATH BpEMEHU
yICp)KHBAaHNS OCHOBHOIO IHKa Ha
XpoMaTorpaMme pacTBopa
CcTaHmapTHOro obpasla LeTHpU3nHa
THIPOXJIOPHIA (pazmen
«KonuyecTBEeHHOE ONpPENIENIEHUEY ).

Macca

3 Average Weight / Cpennsist

190.5mg /

19_0,5 MT

4 Water / Boma

5 Uniformity of Ziosage units
/ OnHOPOIHOCTS
T03UPOBAHUS

3.0% w/w / 3,0%

51/5,1

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 6osee 8,0 %

The acceptance value (AV) should be
less than or equal to 15.0/
[Tokasartens npuemneMocTy (AV)
moinkeH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanne: ITpoagykt cooTBeTCTBYET Tpebopauuam HJI

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAIM3A

Product : Cetrine film coated tablets, 10 mg

MpomykT HeTpuu® TabneTku, MOKphIThIE MieHOMHOI 060moukoi, 10 Mr = ~
Batch No / B2300657 Batch Quantity / : 687.600 KG/
Cepus Ne O6beM mapTun 687,600 KI"
Analytical Report No / 2002FP23000576 Date of Analysis / : 28-02-2023

| AHaauTHYecKkmii oTueT Ne JIaTa aHaau3a

Date of Manufacture / 02/2023 Date of Expiry / 01/2026

Jdara npousBoicTBa Togen 10

Analysis performed according ND / Anasius nposegen mo HJ: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3M. Ne 2 ot 07.10.2021)

| Test / llokazaTenas
Dissolution / PacTrBopenue

*
6

Result / Pe3ysbTaThl

Specification / Hopma

100%, 98%, 97%, 97%, 97%, 98%

Not less than 80% (Q) of the
labeled amount of
C,H,5CIN,O3-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He Menee % (Q) or
HOMWHATEHOTO COIEepXKaHNs
C,Hy5CIN,0;3-2HCI (uetnpusuna
nuruapoxnopun) yepes 30 MuH.

80

Il Impurities by HPLC/
PocTBEHHEIE TIPUMECH
LETHPH3HHA

a) Impurity A /
npuMecs A

b) Impurity B /
mpumech B
c) Impurity C/
npumech C
d) Impurity D /
npumech D
e) Impurity E /
npumMech E

f} Impurity F /
npumechb F

g) Any unspecified impurity

JIro6asg equHUIHAs
HeuieHTU UM POBaHH
ast IPUMECh

h) Total impurities / Cymma
npumeceit

Not detected / He o6Hapyxena

0.01% /0,01%

Less than LOQ (LOQ=0.017%)

Not detected / He obHapyxeHa

0.03% / 0,03%

Not detected / He o6HapyxeHa

0.07% 7/ 0,07%

0.1% /0,1%

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

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYET Tpeborauusam HII

Conclusion ;: APPROVED /
Sakaouenne: OJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg h =
(Mpoaykr : Ierpns® TabneTku, NIOKPLITEIE TUIEHOUHOH# 060104K0M, 10 MF =
Batch No / B2300657 Batch Quantity / 687.600KG/ N
| Cepust Ne O6beM mapTHm 687,600 KI'
Analytical Report No / 2002FP23000576 Date of Analysis / : 28-02-2023
AnaauTHYecKnii oTyer Ne JaTta anaausa
Date of Manufacture / 02/2023 Date of Expiry / 01/2026
Jata mpou3BoaAcTBA Togen no

Analysis performed according ND / Anaan3 nposegen mo HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 oT 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Ne  [Test/ Hoka3zaterns

8 Microbial limits /
MukpoGrosioruieckas
YHCTOTA

a) Total acrobic microbial
count / O61Iee YUCno
a’poOHBIX MUKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / Ob1iee uncno
IPOMOKEBBIX W TIECHCBEIX

R@ult / PesynbTaTsl

Specification / Hopma

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

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

Not more than 1000 CFU/g /
He 6omnee 1000 KOE/T

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

rpu6os Shall be absent in 1g / OrcyrcrBue B 1
/Absent in 1g / OtcyTcTBYeT B IT r

c) E. coli - |

9 Assay / KonmnyectBennoe 9.93 mg/ 9,93 mr Each film coated tablet contains not!

OTpeeNeHne less than 9.0 mg and not more than 11.0

mg C21H25CIN203'2HC] (cetirizine
dihydrochloride) per tablet / Ot 9,0 M1
10 1 1,0 Mr C21H25C1N203‘2HC]
(ueTMpHU3vHa  JWIUIAPOXNIOPUN) B
rabneTke.

10 Package / Ynakogka

10 tablets in PVC/aluminum blister.

3 blisters and patient information leaflet
in a carton. / ITo 10 TaGneTok B
[IBX/anromunneBom 6nncrepe. [1o

3 6nucrepa BMeCTE C MHCTPYKITUEN IO
MPUMEHEHHNIO YITaKOBaHEI B TaUKy
KapTOHHY1O.

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.

ITo 10 Tabnerox B
[IBX/anmtoMuBrHeBom onuctepe. 1o 2
unn 3 6aucrepa BMECTE C
WHCTPYKUMEH 0 TPUMEHEHHTIO
yMaKoBaHE! B Na4Ky KapTOHHYIO.
Vnakoska  "in-bulk": ITo 10
BIIMCTEPOB MOMEIIAIOT B KAPTOHHYIO
kopobky. Ilo 252  kaproHHbIE
KOpOOKHM TIOMEIAOT B KaAPTOHHEIH

11 Labeling / Mapkupogka

12 Storage conditions /
XpaneHnve

According to ND / B cooteercteiu ¢ HJI "

Kopob.

At temperature below 25 °C. / TIpu temnepatype He Beiie 25 °C.

13 Shelf life / Cpox roaHocTi

3 years / 3 roga

Remarks : The Product confirms to ND/

IMpumeyanue: [IpogyKT cooTBeTCTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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Uncontrolled Copy
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