Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATTH3A

Product Cetrine film coated tablets, 10 mg

IlpoaykT Lletpun® TabIeTKH, HOKPBITHIE UIEHOYHOH 06omouko, 10 Mr

Batch No / : B2301660 Batch Quantity / : 687.600 KG/
Cepusn Ne O0bem NapTHH 687,600 KI'
Analytical Report No / : 2002FP23001439 Date of Analysis / 1 12-06-2023
| AHAJIHTHUECKMIE 0T4eT No Jlara aHajm3a

Date of Manufacture / 05/2023 Date of Expiry / 04/2026
JdaTa nponsBoacTea T'ogeH o

Analysis performed according ND / Ananns nposeaen no HI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

No

Test / Tlokazareanb

Result / PesyabTarsi

Specification / Hopma

1

Description / Onxcanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
'White core on a cross section. / Kpyrisic
IBOSKOBBIMYKJIble TabJEeTKH, IOKPHITBIS
IeHOYHOM 060J10uKoM Gelloro HBeTa, ¢
puckoli  Ha  oaHoii  cropoHe. Ha
nonepeyHoM paspese — siapo Genoro
BETA.

White or off white coloured, round,
biconvex film coated tablet with a
breaklinc on onec side. White to off-
white core on a cross section. /
Kpyrnbie IBOSKOBBILYKIBIE TaOJIETKH,
MOKPBITBIE  MAEHOYHOM  060J0UKOl
Genoro unu noutd Gesoro usera, ¢
puckoif Ha oaHOH crTopone. Ha
[IOTIEPEYHOM paspese — SAPO OT HENTOro
10 mouTH GeIoro 1BeTa.

Identification by HPLC/
[lognuHHOCTR

Average weight / Cpeanss
macca

Complies as prescribed /
CooteeTcTBYET

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 ynepvBaHUS  OCHOBHOIQ
MUKa Ha XpOMaTorpaMme
MCIIBITYEMOIO  PacTBOpa  JOJDKHO
COOTBETCTBOBATH BpeMEHH
yIep)KUBAHKSA OCHOBHOTO TNHKa Ha
XpoMaTorpamMmme pacTBopa
cranpapTHoro obpasia UETHPU3HMHA
ruapoxaopuia (pa3pen
«KonmuecTBeHHOE onpe/icTIeHUe) ).

1892mg / 1892 mr

191.0 mg +£3.0% (185.3 mg-196.7 mg)
191,0 Mr £ 3,0% (or 1853 mMr no
196.7 mr)

Water / Bona

3.6% w/iw / 3,6%

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

Uniformity of dosage units
OnHopOoAHOCTD
TO3UPOBAHUS

38/338

The acceptance value (AV) should be
less than or equal to 15.0 /
[lokazaTens mpuemieMocTH (AV)
nosmkeH 6eiTh He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorBercreyer Tpebosanuam HJI

Conclusion : APPROVED /
Baxmouenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

[Product Cetrine film coated tablets, 10 mg ]
Ipoaykr : lleTpuu® TabreTky, MOKPBITLIE TUIEHOHMHOH 000m04K0#H, 10 Mr

Batch No / : B2301660 Batch Quantity / : 687.600 KG/

Cepus Ne O0bemM napriu 687.600 KI'

Analytical Report No / : 2002FP23001439 Date of Analysis / 12-06-2023
AnanuTuyecknii oryer Ne Jara ananusza

Date of Manufacture / 05/2023 Date of Expiry / 04/2026

Jara npon3BoAcTBa T'oaen ao

Analysis performed according ND / Auanus nposeaen no HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

Ne | Test/ Ilokasatean Result / PesyabTats! Specification / Hopma
6 Dissolution / PacTeopeune 98%, 99%, 97%, 100%, 98%, 98% Not less than 80% (Q) of the
labeled amount of
Cz] H25C1N203 -2HCl (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMMHAIBHOTO COEpIKAHUS
Cy1HasCIN,O3-2HCL (ueTupusuna
__ W muruapoxsopun) yepes 30 MuH.
7 Impurities by HPLC/
Poncteennble mpumecu a) Not more than 0.2 % / e Goaee 0,2
LeTUPU3MHA Less than Limit of Detection (LOD = |70
- 0.005%) / Huxxe npeaena ouapyenus
a) Impurity A / (1O = 0,005%) it b) Not more than 0.2 % / ne Gonee 0,2
npuMecs A ’ : %
b) Impurity B / Less than .OQ (LOQ = 0.010%) / Hixce c) Not more than 0.2 % / e 6onee 0,2
npumecs B npe/iena KONMMHYECTBEHHOTO OMpefeNeHns | o, ' i
—_ 0,
&) Impurity C / (IKO = 0.010%)
i)
npumech C 0.02% / 0.02% ‘(;))Not more than 0.2 % / ne Gonee 0,2
d) Impurity D /
npumecs D Less than LOQ (LOQ = 0.003%) / Hivke e) Not more than 0.2 % / ne Gonee 0,2
npeaena KOJIMYECTBEHHOrO ONPEACICHH |y, ’ i
e) Impurity E / (TIKO = 0.003%) ’
npumecs E o
. 0.03% / 0.03% f) i\lot more than 0.2 % / ne 6onee 0,2
f) Impurity F / 7o
npumMecs F
Not detected / He obHapyxena ) Not more than 0.2% /
0) Any unspecified impurity He Gonee 0,2%
JIro6ast emuHIYHAS 0.07% / 0,07%
HEUACHTH(MUNMPOBAHH h) Not more than 2.0% /
a3 NPUMECH He 6onee 2,0%
h) Total impurities / Cymma
npuMecei 0.2% / 0,2%

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykr coorsercTByeT TpeboBaHuam HJI

Conclusion : APPROVED /
Zaxawuenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

[Product Cetrine film coated tablets, 10 mg

Hipoaykr LleTpun@® TabneTkH, MOKPHITLHIE mIeHOYHOH 060109K0M, 10 Mr

Batch No / : B2301660 Batch Quantity / 1 687.600 KG/
Cepus Ne O6bemM napTuu 687,600 KI”
Analytical Report No / : 2002FP23001439 Date of Analysis / 12-06-2023
AnajmTHuecknii oryer No Jara agaansza

Date of Manufacture / 05/2023 Date of Expiry / 04/2026
JlaTa npon3BOACTBA I'open go

Analysis performed according ND / Ananns nposeaen no HJ: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

Result / PesyabTaTs: Specification / Hopma

Ne Test / IlokazaTean

8 Microbial limits /
Mukpo6uonornyeckas
uucToTa

a) Total acrobic microbial
count / Ob1ee 4yuciIo
a3pOoBHBIX MEKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / O61mee yncao
IPONOKEBBIX U TUIECHEBBIX

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

INot more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than 100 CFU/g /
Less than 10 CFU/g / He 6onee 100 KOE/r

Menee 10 KOE/r

rpuGoB Shall be absent in 1g / OrcyrcTue B 1
Absent in 1g / OrcyrerByer B 11 r
c) E. coli -
9 Assay / KonuuectBeHHoe 9.76 mg /9,76 Mr Each film coated tablet contains nof
onpeneeHue less than 9.0 mg and not more than 11.0

mg CyHysCIN,O3-2HCI  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr

10 1 1,0 Mr C21H25C1N203 : ZHC]
(UeTHpM3WHA  OUTHAPOXJIOPWA) B
rabnerke.
10 Package / Ynakoska 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 TabneTok 8 leaflet in a carton. "In bulk" package:
[TBX/antomunuesom 6nucrepe. [To 10 blisters in a carton. 252 cartons in
3 6aucrepa BMECTe ¢ UHCTPYKUMel no master carton.
MPUMEHEHHIO YMAKOBaHbI B M1a4Ky / TTo 10 TaGneTok B
KapTOHHYIO. 1B X/amomurueBoM Gnuctepe. [lo 2
iy 3 GnucTepa BMeCTe ¢
MICTPYKUMEN N0 MPUMEHEHHIO
YNaKkoBaHbl B NAUYKy KAPTOHHY!O.
Voakoeka  "in-bulk": Ilo 10
GNUCTEPOB MIOMENIAIOT B KAPTOHHYIO
kopobky. [lo 252  KkapTOHHblE
KopoOkK MOMELAT B KAPTOHHBIM
KopoO.
11 Labeling / Mapkupoeka According to ND / B cootsercreuu ¢ HJ[
12 Storage conditions / At temperature below 25 °C. / [1pu Temneparype He Bbime 25 °C.
XpaHeHue
13 Shelf life / Cpox ronHocT! 3 years /3 rona

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorsercreyer TpeboBanusm HJ|

Conclusion : APPROVED /
Baxmouenune: OJOLPEHO
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