Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

| Product : Cetrine film-coated tablets 10 mg

[ponykr: LleTpyn, TabneTku, NOKPLIThIC TICHOYHOH obofoukoil, 10 mr

Batch No / : B2401210 Batch Quantity / 955.000 KG /
Cepus Ne O6beM cepun 955,000 KT"
Analytical Report No / 2002FP24000973 Date of Analysis / 18-04-2024 ]
Ananutudeckuii otyet No JlaTa ananu3za
Date of Manufacture / 04/2024 Date of Expiry / 03/2027
aTa NpoU3BOACTBA ToneH 1o

Analysis performed according ND / Ananus mposeaes no HJI: IT1 N013283/01-130723

Ne Test / lokazaTeanb

Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onncanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie NBOSKOBBHTYKIIbIE
TabJIETKY, NOKPBITHIE THIEHOUHOH
oGonoukoi Genoro LBeTa, ¢ pUCKOit
Ha oAHOH ctopoHe. Ha nonepeuHom
paspese sapo 6eoro 1seTa.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white core on cross
section. / Kpyriele JABOSKOBBINYKIBIC
TabJIeTKH, MOKPBITHIC TUICHOYHOH
0007104KOH ©eoro WAM TouTh Genoro
[[BE€Ta, C PUCKOH Ha OOHOK cTopoHe. Ha
NOMepeyHoM paspeze sSApo or Genoro 1o
nouTtH 6e10ro 11BeTAa.

Remarks : The Product confirms to ND/

IIpumevannue: IlpoayxT coorBeTcTBYeT TpeGoranuam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg
poaykr: Lierpun, TabaeTku, NOKPLITHIC nneHouHol 060i104Koi, 10 mr

Batch No / : B2401210 Batch Quantity / » 955.000 KG/
Cepust Ne O6beM cepuu 955.000 KI"
Analytical Report No / 2002FP24000973 Date of Analysis / t 18-04-2024 ]
AHanuruuyeckuii oryeT No Jara ananuza
Date of Manufacture / 04/2024 Date of Expiry / : 03/2027
Jara npouspoacTsa TosieH 110

Analysis performed according ND / Ananus nposenen no HJI: ITT N013283/01-130723

2 | Identification. Cetirizine / [lognmunnocTs. HeTupusun

1. HPLC/BJ3XX

Complies as prescribed /
CooTBETCTBYET TPeOOBAHUAM

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpemsa ypepxuBaHus
OCHOBHOTO THKAa Ha  XpoMarorpaMmme
UCITIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH  yAEpPXKMBAHHUSA
OCHOBHOTO ~MWKa Ha  Xpomarorpamme
pacTBOpa CTaHJapTHOrO obpazra
LETUPU3HUHA rHApoOXJIopuIa (pa3nmen
«KonuuecTBeHHOE OnpenieicHIe» ).

2. UV spectrophotometry /
Y®-cnexrpodoromeTpus

Complies as prescribed /
CoorBeTcTByeT TpeOOBaHUAM

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of £2 nm. / V®-cnekrpsl
[IOIJIOIEHWS  WCIIBITYEMOI'O  PacTBOpa M
pacTBopa CTaHOAPTHOTO obpasua
LETUPU3WHa THAPOXJIOpUAa B OOMACTH OT
200 mo 400 HM HDOJKHBI UMETh MAKCUMYMbI
NOTJIOLEHUsI TIPU OJHOW M TOW e JTMHE
BOJIHBI C JIOTYCTHMBIM OTKITOHCHHEM =+ 2
HM.

3 | Water / Boaa

2.9% w/w /2,9%

Not more than 8.0 % / He 6onee 8,0 %

4 | Uniformity of dosage units /
OauopogHoCTH
JAO3HPOBAHMSHA

34/34

Acceptance value (AV) should be not more
than 15.0 / TlokazaTens NpUEMIIEMOCTH
(AV) nomxken 6piTh He 6onee 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanne: IIpoayxr cootsetcTByeT Tpebopanusam HJJ

Conclusion : APPROVED /
3akmodenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

| Product : Cetrine film-coated tablets 10 mg
| [Mpoaykr: Letpun, TabneTku, NOKpsIThIE M1eHOYHOM 06onouKoi, 10 Mr

Batch No / : B2401210 Batch Quantity / 955.000 KG /
Cepus Ne O6beM cepun 955,000 KI'
Analytical Report No / 2002FP24000973 Date of Analysis/ 18-04-2024
Ananutudeckuii oryer No JlaTa ananusa

Date of Manufacture / 04/2024 Date of Expiry / 03/2027
Jlata npousBoacTBa I'onen no

Analysis performed according ND / Ananuz nposenen no HJ: TTN013283/01-130723

5 | Dissolution / PacrBopenmue

Unit-1/ Tabn.-1 100%
Unit-2 / Tabn.-2 98%
Unit-3 / Ta6bn.-3 101%
Unit-4 / Tabn.-4 99%
Unit-5 / Tabn.-5 99%
Unit-6 / Tabn.-6 99%

Not less than 80% (Q) of the labeled amount
of  C,H,sCIN,05;-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAIIBHOTO cOfIep KAHHS
C21H25C1N203'2HC1 (ueTupﬂsuHa
auruapoxsopun) yepes 30 Mun.

6 |Related Impurities by HPLC/
PoacrBeHHbIE TPUMeECH

Impurity A / IIpuMecs A

Impurity B / [Ipumecs B

Impurity C / [TIpumecs C

Impurity D / IIpumecs D

Less than Limit of Detection (LOD =
0.005%) / Huxe npenena
obnapyxenus (I1O = 0,005%)

0.01%/0,01%

Not detected / He o6Hapy>keHa

Impurity E / Tlpumecs E

Less than LOQ (LOQ = 0.003%) /

Impurity F / ITpumecs F

Hwxe npenesa KOJIX4ECTBEHHOTO
onpenenenns (ITKO = 0,003%)

Any individual unidentified
impurity / Jliobas eanHuvnas
HenaeHTHULMPOBaHHAS
npuMech

0.03% / 0,03%
Not detected / He ob6HapykeHa
0.08% /0,08%

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

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

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

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

Not more than 0.2 % / He 6omnee 0,2 %

Not more than 0.2 % / He Gosee 0,2 %

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

Total impurities /
CymMmMma npumeceit

0.1%/0,1%

Not more than 2.0 % / He 6onee 2,0 %

7 | Assay / KonnvecTBeHHOE
ornpejeenue

10.08 mg / 10,08 mr
100.8% / 100,8%

Not less than 9.0 mg and not more than 11.0
mg C21H25C1N203 -2HCI (CetiriZine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,H,5CIN,05-2HCI (ueTnpuznna
muruapoxiopun) B tabnerke (ot 90 % no
110 % oT HOMWUHAIIBHOTO COIEPKAHUS).

Remarks : The Product confirms to ND/
IIpumeuanne: Hpoaykr cooTBetcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

“Product : Cetrine film-coatcd tablets 10 mg
[poaykt: Llerpui, TabieTk, NOKPLITLIE MIEHOYHONH 060/104KOH,

10 mr

Batch No / : B2401210 Batch Quantity / 955.000 KG /
Cepust Ne ObbeM cepuu 955,000 KI'
Analytical Report No / 2002FP24000973 Date of Analysis / 18-04-2024
Ananutuyeckuii oTuer Ne Jata ananusza

Date of Manufacture / 04/2024 Date of Expiry / 03/2027
Jlara npouspojicTia T'open o

Analysis performed according ND / Ananns npoeeaes no HJI: TIN013283/01-130723

8 | Subdivision of tablets /
OIHOPOIHOCTHL Mace NPH
JeJIEeHHH Ta0JIeTOK

Complies as prescribed /
CooTseTcTBYET TpeOOBAHUAM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTku COOTBETCTBYIOT TpeGOBaHUAM,
ecnd He ©Oonee 1  eauMHuunas  macca
OTKJIOHsieTcs 3a mpenenbl 85 % - 115 % or
cpenHert Macchl. Tabnerkn HE
COOTBETCTBYIOT TpeGoBaHUSM, ecnu Gonee
4yeM | MHOMBUIYyanbHas Macca OTKIOHSETCS
OT 3TWUX TipenenoB  wnuy, ecau |1
WHAMBUIYANIbHAS Macca OTKJIOHSAETC 3a
npeaenbl 75 % - 125 % ot cpenHeil Macchl.

9 |Microbiological purity* / Muxpo6uoiornyeckast yucrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / OGmiee 11cio He 6onee 1000 KOE/r
a3pOGHBIX MUKPOOPraHU3IMOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / O0ee yuciio He Gonee 100 KOE/r
JIPOAOKEBBIX M TIIECHEBBIX

rpuboB

c) Escherichia Coli Not Applicable Shell be absentin 1 g/

Orcyrereue B 1 1

Remarks : The Product confirms to ND/
Ipumewanre: [Ipoaykr cooTBeTcTBYET TpeboBanusM HJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

Product : Cetrine film-coated tablets 10 mg

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIIA3A

Lposyier: Lerpun, Tabaerkii, NOKPBITHIC NICHOUHON 06onoukoH, 10 mr

Batch No / : B2401210 Batch Quantity / 955.000 KG /
| Cepug No O6beM cepuu 955,000 KI"

Analytical Report No / 2002FP24000973 Date of Analysis / 18-04-2024

AnanuTuueckuii oryer No JlaTa ananuza

Date of Manufacture / 04/2024 Date of Expiry / 03/2027

Jlara npou3BocTRA lonen 1o

Analysis performed according ND / Ananns nposenes no HJ/I: I1 N013283/01-130723

10 | Packaging / YnakoBka

10

blister.

3 blisters

o

10 tablets in PVC/PVDC//aluminum
and patient
information leaflet in a carton. / Ilo
TabIieToK

[BX/TIBJX//antoMuH1eBOM
6aucrepe. Ilo 3 Gnucrepa BMecTe ¢
HUHCTPYKLMEN
yIaKOBaHbl B aYKy KapTOHHYIO.

NMPUMEHCHUIO

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
[IBX/TIB/IX//antomuanesom 6iucrepe. Ilo
2 wau 3 GnucTepa BMECTE ¢ MHCTPYKLMEHN 10
OPUMEHEHHIO  YMAKOBaHBl B NAdKy
KapTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B cootBerctrun ¢ HJI

12 | Storage conditions /
XpaHenue

At temperature below 25 °C. / TIpu Temnepatype He Beimie 25 °C.

13 | Shelf life / Cpox roanocTtu

3 years /3 roga

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIpogodumcs npoussodumenem npu 6binycke NepUoOULecKu: O
kaoicoott 20-ott cepuu unu re menee I paza 6 200. Ilokazamens mMosicem bvimy He sxmoven 6 Cepmugpuxam

ananuza upmbi.

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoaykr coorercTBYer Tpebopanuam HJJ

Conclusion : APPROVED /
Zakmouenune: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy
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