Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg ]
Mpoayxr eTpua® TabreTkH, TOKPBITLIC TITEHOTHON 060104K0i, 10 MT
Batch No / B2203756 Batch Quantity / : 687.600 KG/ |
Cepus Ne - O6bemM napTHH 687,600 KI'
Analytical Report No / 2002FP22002463 Date of Analysis / 23-12-2022
| AnajguTnyeckuli oTueT Ne HdaTa anaansa
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
\laTa nponsBoacTBa 'onen no

Analysis performed according ND / Anasns npoeegen mo H: TTI N013283/01-160919 (amend Ne 1 from
12.05.2020 / wu3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

Ne Test / [IokasaTens

| Result / PesyabTaThl

1 Description / Onvcanvie

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
NBOSKOBBINYKIIbIE TaOJETKU, IOKPHITHIE
MIeHoYHoH 000moukoit Geyoro nBeTa, C

puckoii Ha opjHoit  crtopowe. Ha
MorepevyHoM paspese — sAapo 6enoro
uBera.

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. /
Kpyriible OBOSIKOBBITYKINIBIE TabJIETKH,
MOKPBITRIE  TITEHOYHOMH  060JT0YKOIA
Genoro unu mnoyTH OeJioro uBera, C
pHUCKoit Ha ofHOH cTopoHe. Ha
MOTIEPEUHOM paspese — sIAPo oT 6enoro
110 mouTH Oenoro uBeTa.

2 Identification by HPLC/
[NognuunocTb

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). /

Bpems  yOEpKMBaHUS  OCHOBHOIO
[THKa Ha XpoMarorpaMme
MCIIBITYEMOTO  pacTBOpa  JOMKHO
COOTBETCTBOBATh BpeMeHU
yIepKUBAHWS OCHOBHOTO ITHKAa Ha
XpOMaTorpaMmme pacTBopa
cTanfaprHoro o6pasiia UETHpH3NHA
THIpOXJIopUaa (pazmen
«KonuuecTBeHHOE OMpeieNieHue»).

3 Average weight / CpenHsst
Macca

1913 mg /1913 ™Mr

4 Water / Boaga

3.1% wiw/3,1%

5 Uniformity of dosage units
OnHopoaHOCTh
IMO3UpPOBaHUS

291729

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr =+ 3,0% (ot 1853 wmr mo
196,7 mr) -

Not more than 8.0% w/w /

He 6onee 8,0 % B
The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazarens npuemieMocti (AV)
mokeH ObITEH He Oonee 15,0.

Remarks : The Product confirms to ND/
Mpumeuaune: [TpoAyKT cooTBeTCTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
Jakawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

[Product Cetrine filin coated tablets, 10 mg

Mpoaykr LleTpuH® TabneTKH, MOKPLITEIE TUIEHOUHOH 000J109K0#, 10 MT _

Batch No / B2203756 Batch Quantity / : 687.600KG/
Cepusa Ne O6beM napTuu 687,600 KI'

Analytical Report No / 2002FP22002463 Date of Analysis / 23-12-2022 .
| AHaanTHYecknii oTueT Ne Hdarta aHaausa

Date of Manufacture / 11/2022 Date of Expiry / 10/2025

Jara npoussoacTea Tojen o

Analysis performed according ND / Anasnus nposeaen mo HJI: TIN013283/01-160919 (amend Na 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

No Test / Iloka3aTennb

Result / PesyabTaTthl

6 Dissolution / PacTBopeHue

99%, 98%, 98%, 100%, 96%, 98%

Specification / Hopma
Not less than 80% (Q) of the
labeled amount of

C,111,5CIN,O4-211C1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He MeHee % (Q) or
HOMMHAJIBHOTO colepxauns
C,H35CIN,0;-2HCI (uetwpusnna
nurnapoxyopua) yepes 30 MUH.

80

7 Impurities by HPLC/
PojsicTBEHHBIE TIPUMECH
LieTUpH3NHA

a) Impurity A /
npumMech A
b) Impurity B /
mpumMeck B
c) Impurity C /
npumecs C

d) Impurity D /
mpumeck D

e) Impurity E /
mpumech E

f) Impurity F /
npumech F

g) Any unspecified impurity

JIrobas enuHUYHAN
HenaeHTHUIHPOBAHH
as TIpPUMech

h) Total impurities / Cymma
npuMecei

Not detected / He oGHapyxeHa

0.01% /0,01%

Not detected / He obHapyskena

Not detected / He oGHapy»xxeHa

0.03% / 0,03%

Not detected / He o6HapyxeHa

0.05% / 0,05%

0.1%/0,1%

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

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

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

d) Not more than 0.2 % / 1e 6onee 0,2
%

e) Not more than 0.2 % / He Gonee 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: [TpoaykT cooTBeTCTBYET TpebopaumsaM H]J

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUHO®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg o
Mpoayxr @ Llerpun® TabneTkn, NOKPLITHIE IEHOUHOH 060104K0#, 10 MI .
Batch No / B2203756 Batch Quantity / : 687.600KG/ N
Cepus Ne Oo0bem nmapTun 687,600 KI'
Analytical Report No / 2002FP22002463 Date of Analysis / 23-12-2022 i
AnajguTuyecknii otuetr Ne JlaTa anaJjmsa
Date of Manufacture / 11/2022 Date of Expiry / 10/2025
JaTa npousBoAcTBA Tonex ao i
Analysis performed according ND / Ananus nposegen no HJI: TTN013283/01-160919 (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)
E | Test / IokaszaTean  Result / PesyanTaTbl Specification / Hopma -
8 Microbial limits / R ;
MukpobHonoruueckas
HUCTOTE
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61iee 4ucno Menee 10 KOE/r He Gonee 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
mould count / O6mee uncno |[Menee 10 KOE/r
IPOJMKEBEIX W TIECHEBBIX
rpuboB Shall be absent in 1g / Orcyrcreue B 1
Absent in 1g / OtcyTcTBYeT B 1T r
c) E. coli ] .
9 Assay / KonudecTBeHHOE 9.90 mg/ 9,90 mr Each film coated tablet contains not
OTIpefieNieHHE less than 9.0 mg and not more than 11.0
mg CyHpsCINyO3-2HCI  (cetirizing
dihydrochloride) per tablet / OT 9,0 M|
10 1 1,0 Mr C21H25C1N203 -2HC]
(ueTupu3uHa  JUTHIAPOXIIOPWA) B
| Tabnerke.
10 Package / YnakoBka 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. / [To 10 Tabnetok B leaflet in a carton. "In bulk” package:
[IBX/antoMmuuneBom 6aucrepe. Io 10 blisters in a carton. 252 cartons in
3 6nucTepa BMecTe ¢ MHCTPYKLMEH 110 master carton.
NPAMEHEHWIO YITaKOBaWbl B TIAUKy ITo 10 TabneTok B
KapTOHHYO. [TBX/anromuHneBoM 6nrcrepe. [To 2
unu 3 Gnuctepa BMecTe ©
WHCTPYKIMEH TI0 TPUMEHEHHTO
YITaKOBAHBI B TTaYKy KapTOHHYIO.
Ymakopka  "in-bulk": Ilo 10
GITICTEPOB MTOMENIAIOT B KAPTOHHYFO
kopobky. Ilo 252  kapToHHbIE
KOPOOKH TIOMEIIAaloT B KapTOHHAIM
| . K0poo. =
11 Labeling / MapkupoBka According to ND / B cootercTBum ¢ HJI
12 Storage conditions / At temperature below 25 °C. / TIpu remneparype e Bbilue 25 °C,
XpaHeHNe
13 Shelf life / Cpox ronsocta |3 years / 3 roza

Remarks : The Product confirms to ND/
Mpumeuanue: I[TponykT cooTBeTcTRBYET TpeboanusaM HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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