Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
TTpoaykT 1leTprH® TabeTKH, MOKPBITEIE MITEHOYHON 0607104KO#H,10 MT o
Batch No / : B2201607 Batch Quantity / : 687.600 KG/
Cepust Ne ) 0O6bem naprun 687,600 K" B
Analytical Report No / : 2002FP22001048 Date of Analysis / 24-05-2022
AnxanuTnueckuii oTyer Ne Jara aHanm3a B
Date of Manufacture / 04/2022 Date of Expiry / 03/2025
Jara npon3BoacTBa T"ogen no
Analysis performed according ND / Ananus nposeznet no HJI: TI N013283/01-160919 (amend Ne 1 from 12.05.2020 /
M. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)
Ne  [Test/okasareas Result / PesynbraTe! | Specification / Hopma l
White coloured, round, biconvex film|White or off white coloured, round,‘
1 Description / Omiucanue icoated tablet with a breakline on one side. piconvex film coated tablet with a
White core on a cross section. / Kpyrirete breakline on one side. White to off-
MBOSKOBBLIMYKJIBIC TabNETKH, MOKpbIThie|white core on a cross section. /
IEHOYHOW 00osouxoii 6emoro mBera, c|Kpyriible ABOSKOBBIMYKIBIE TaONETKH,
puckoit Ha  omHoW  crTopoHe. Ha|mOKpBITBIE INIEHOYHOU  060NOYKOM
monmepeuHoM paspese — sAapo Oenoro(6enoro Wiu NouTh Oenoro ugera, ¢
BeTa. prckol Ha ofgHOM cropone. Ha
MOTIEPEHHOM pa3pese — IApo OT GENoro
| - - 10 MOYTH GEJIoro LBeTa.
2 Identification by HPLC/ Complies as prescribed / The retention time of the main peak
[TognuHHOCTH COOTBETCTBYET 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). /
Bpemsi  yaepXHBaHWS OCHOBHOIO
MUKa Ha XpoMaTorpaMMe
MCIBITYEMOTO  pacTBopa  JIOIDKHO
COOTBETCTBOBATh BpEMCHH
yIEep)KUBaHUs OCHOBHOTO TMHKa Ha
XpoMarorpaMme pactBopa
| cTaHmapTHOro obpasia LEeTUpU3UHA
THAPOXITOpHIIA (pazmen
I_ «KonmuecTBeHHOE ONpeieTIeHUE)).
3 Average weight / Cpennss 187.1 mg /187,1 mr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
Macca 191,0 Mr + 3,0% (ot 1853 ™Mr mo
_ - 196,7 mr) .
4 Water / Bona 2.2% wiw /2,2% Not more than 8.0% w/w /
= He 6onee 8,0 % I |
5 Uniformity of dosage units 3.1/3,1 The acceptance value (AV) should be
OmHOPOIHOCTD less than or equal to 15.0 /
MO3UPOBAHN [Tokasartenb npuemneMocTd (AV)
noJKeH ObITE He Oonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [IponykT cooTBeTcTBYET TpeboBanmAM HII

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

ITponyxT LeTpH® TabaeTkH, NOKPLITHIE TIEHOYHO 060109K0M, 10 Mr IS

Batch No / : B2201607 Batch Quantity / : 687.600 KG/

Cepus Ne B Ob6BeM mapTui 687,600 KI” B
Analytical Report No / : 2002FP22001048 Date of Analysis / 24-05-2022 i
Ananntuuecknii oryer Ne |JlaTa anajmsa

Date of Manufacture / 04/2022 Date of Expiry / 03/2025

Jlara npon3BoJIcTBA I"ozen 1o

Analysis performed acc?ording ND / Auanus nposened no HJT: 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 / w3m. Ne 2 ot 07.10.2021)

;NQ
6

Test / [TokasaTean

Dissolution / PacTBopenue

| Result / PesynbTaTht N
99%, 98%, 99%, 97%, 98%, 97%

Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C21H25C1N203'2HC1 (CetiriZine
dihydrochloride) is dissolved in 30

minutes /

He wmenee 80 % (Q) or
HOMMHAJIBHOTO COECpKAHNS
C,1HysCIN,O4-2HCI (uetnpusnna

nurunpoxnopun) yepes 30 muH.

Impurities by HPLC/
PoacreeHHBIE TpUMeCH
UeTHPU3HHA

a) Impurity A /
npumMecs A

b) Impurity B /
npuMech B
c) Impurity C/
nmpumecsk C

d) Impurity D /
mpuMecs D

e) Impurity E /
npumeck E

f) Impurity F /
rpuMech F

g) Any unspecified impurity

JTro0as enMHUYHAs
HeuaeHTH UL POBAaHH
ast IPHMECh

h) Total impurities / Cymma
npuMeceit

Less than LOQ (LOQ=0.019%)

Not detected / He obnapysxeHa

Not detected / He o6HapyxeHa

Not detected / He obHapyxeHa

Less than LOQ (LOQ=0.023%)

Not detected / He o6HapykeHa

0.09% / 0,09%

0.1% /0,1%

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

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

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

d) Not more than 0.2 % / He 6osiee 0,2
%

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoaykT cooTBeTCTBYET TpeboraumsamM H]

Conclusion : APPROVED /
3akawuenue: QJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Product Cetrine film coated tablets, 10 mg
ITpomyxT LleTprH® TabIETKH, TIOKPHITHIE MIEHOUHOMH 0601m049K0H, 10 MT
Batch No / : B2201607 Batch Quantity / : 687.600 KG/
| Ceprist Ne - O06BeM mapTitn 687.600KI" -
Analytical Report No / : 2002FP22001048 Date of Analysis / : 24-05-2022
| AHaJIATHYECKNH oTHET Ne N Jlara aHanusa ! |
Date of Manufacture / 04/2022 Date of Expiry / 03/2025
JlaTa 1ipon3BOJICTBA Toged 10
Analysis performed according ND / Ananus nposenes ro HJI: ITN013283/01-160919 (amend Ne 1 from 12.05.2020 /
| w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)
Ne Test / [loxazaTens Result / PesyabTaTsl Specification / Hopma
8 Microbial limits /
MukpoGuonorunueckas |
HCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / OG1Lee yucno Mence 10 KOE/r He Gonee 1000 KOE/T
a3poGHBIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / OGmee uncno [Menee 10 KOE/r
IOPOMOKEBBIX U TIIECHEBBIX
rpuboB Shall be absent in 1g / Orcyrcraue B 1
Absent in 1g / OTcyTtcTByeT B IT r
| )E.coli . I
9 Assay / KonnvectBeHHOE 9.80 mg / 9,80 Mr Each film coated tablet contains not
onpeneneHye less than 9.0 mg and not more than 11.0
mg  CyHysCINyO3:2HCL  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr
0 1 1,0 MT C2]H25C1N203'2HCI
(ueTMpU3MHa  AUTHAPOXNOPUA) B
B TabJeTKe.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / [To 10 Tabnerok B leaflet in a carton. "In bulk" package:
[1BX/amomMunueBoM 6nucrepe. Ilo 10 blisters in a carton. 252 cartons in
3 6nucTepa BMecTe ¢ MHCTpyKIuel mo  |master carton.
MPHUMEHEHHIO YTIaKOBaHBI B [TaUKy { To 10 Tabnetok B
KapTOHHYO. [[TBX/anmromunnesom 6mvctepe. [To 2
uny 3 6nuctepa BMECTE C©
HHCTPYKLHEH M0 TPUMEHEHHIO
YIIAKOBAHBI B MAYKY KAPTOHHYO.
Vmaxkoska  "in-bulk": Tlo 10
GIMCTEPOB TIOMEIIAIOT B KapPTOHHYIO
kopobky. I[lo 252  kapToHHBIE
KOpPOOKH TIOMEINAroT B KapTOHHBIIH
L = : [kopob. .
(11 Labeling / MapkupoBka According to ND / B cooTtBetcTBuM ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Brime 25 °C.
XpaneHue
13 | Shelf life / Cpox FOIHOCTH |3 years / 3 rozia -

Remarks : The Product confirms to ND/
Mpumeuanne: IIpoaykt coorBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO
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