CEPTUDUKAT AHAJIU3A

CERTIFICATE OF ANALYSIS

Product : Cetrine film-coated tablets 10 mg

[poaykr: LleTpuH, TabneTky, MOKPLITEIE MIEHOYHOH 000a049K0i, 10 M

Batch No / : B2403843 Batch Quantity / : 955 KG/
Cepus Ne O6beMm cepun 955 KI"
Analytical Report No / : 2002FP24002876 Date of Analysis / 30-11-2024
Ananmtuyeckuit otyet Ne JaTa ananmza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
Jara npousBoJCcTBa Tonen no

Analysis performed according ND / Ananuz npoeener no HJI: IT N013283/01-130723

Ne Test / IlokazaTennb

Result / PesyabTaThr

Specification / Hopma

Uncontrolled Copy

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ KpyTneie IBOSKOBLITYKIIEIE
TabmeTKH, TOKPBITHIE TIICHOUHOH
obooukoif 6enoro nBeTa, ¢ PUCKOi
Ha ofiHO¥ cTopoHe. Ha nomepeanom
paspese a1po 6ernoro useTa.

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. / Kpyrnbie IBOAKOBBIIYKIIBIE
Tabnerkn, TIOKPEITEIE MIICHOYHOMH
obonoukoit Gemoro HIH TOTTH 6eoro

UBETA, ¢ PHCKOM Ha onHo# cropone. Ha
TIONIEPEYHOM pa3pe3e SAApo OT Oemoro ao
[O4TH GENoTo UBETA.

Remarks : The Product confirms to ND/

TMpumeyanue: [ponykr cooTeeTcTBYET TpeGorannam HJT

Conclusion : APPROVED /
Jakawyenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
Iponykr: LeTprH, TabneTKH, MOKPHITHIC NIEHOYHOM 060s10uKoiH, 10 Mr

Batch No / : B2403843 Batch Quantity / : 955KG/
Cepust Ne Obbem cepuu 955 KT
Analytical Report No / : 2002FP24002876 Date of Analysis / : 30-11-2024
AHannTHYeCKnH oTyeT Ne Jara anannza

Date of Manufacture / 10/2024 Date of Expiry / ¢ 09/2027
JlaTa npon3BoOACTBA Tonen mo

Analysis performed according ND / Ananu3 nposenen mo HJT: IT N013283/01-130723

Uncontrolled Copy

2

Identification. Cetirizine / ITognnHHocTh. [leTHPHU3MH

1. HPLC/B3XX

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"). / Bpems ymepxupaHus
OCHOBHOTO IIHKa Ha  XpOMarorpaMme
HCIIBITYEMOTO pacTBopa IOJDKHO
COOTBETCTROBATh BPEMEHH YHEPKHUBAHUS
OCHOBHOTO THKa Ha XpomaTorpaMme
pacTBopa CTaHAAPTHOrO obpazna
LETUPH3UHA THAPOXJIOPHAA (paznen
«KonnyecTBEHHOE ONPENEIICHHEY ).

2. UV spectrophotometry /
V®-cnexrpodoroMeTpus

Complies as prescribed /
CootBeTcTByeT TpeGoBaHHAM

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
HOTJIOWEHNS WCIEITYEMOTO pacTsopa H
pacTBOpa CTaHAAPTHOTO oOpasua
HETUPH3UHA TMAPOXIOpHAa B 00IMAcTH OT
200 mo 400 HM JOIDKHEI HMETH MaKCHMYMBI
TIOTTIOTIONNS T3H OO W TON stc AIHIIC
BOJIHBl C JONYCTHMBIM OTKJIOHEHHeM £ 2
HM.

Water / Boga

3.5% wiw / 3,5%

Not more than 8.0 % / He Gonee 8,0 %

Uniformity of dosage units /

OanopoaHocTh
JI03MPOBaHHUs

27727

Acceptance value (AV) should be not more
than 15.0 / TlokaszaTene TpHEMIIEMOCTH
(AV) nomxen 66T He Gonee 15,0.

Dissolution / PacTBopenne

Unit-1/ Ta6mn.-1 101%
Unit-2 / Tabn.-2 97%
Unit-3 / Tabx.-3 103%
Unit-4 / Ta6n.-4 102%
Unit-5 / Ta6n.-5 101%
Unit-6 / Tabi.-6 100%

Not less than 80% (Q) of the labeled amount
of  C,H,sCIN,O;-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMMHAILHOTO CONEpPXKAaHHS
C,,H,5CIN,05-2HCI (uetupusuHa
QUrHApOXIopKA) dyepes 30 MuH.

Remarks : The Product confirms to ND/
ITpumeuanmne: Ipoaykr cooTBeTcTBYET TpeGOoRaHWAM H][

Conclusion : APPROVED /
3akatwgenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
IMponykrt: eTpuH, TablaeTKH, NOKPHITHIE MIEHOYHONH obomoukoi, 10 Mr

Batch No / : B2403843 Batch Quantity / ¢ 955KG/
Cepus Ne O6nem cepun 955 KT
Analytical Report No / : 2002FP24002876 Date of Analysis / 30-11-2024
AHanuTHYecKnH oT4deT Ne Hara ananmnsa

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
JlaTta nmpon3BoncTaa T'oxen 10

Analysis performed according ND / Ananu3 nposenen no HJ: T1 N013283/01-130723

6 [Related Impurities by HPLC/
PoacTBeHHBIE MPUMeECH

Impurity A / TIpumecs A

Impurity B / Tpumecs B

Impurity C / IIpumecs C

Timpurity D / TIpumees D

Impurity E / IIpumecs E

Impurity F / ITpimecs F

Any individual unidentified
impurity / JlroGast egpHUYIHAA
HEUIEHTUQUIIHPOBAHHAS
PHMECH

Not detected / He obHapyxeHa

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

Less than LOQ (LOQ = 0.010%) /

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

Hike npenena KOMWYeCTBEHHOTO
onpenenenus (ITKO = 0,010%)

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

Less than LOQ (LOQ = 0.017%) /

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

Huxe npeneiaa KOMMYECTBEHHOI 0

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

onpeaenerus (IIKO = 0,017%)

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

Not detected / He o6napyxeHa
0.03%/0,03%

Less than Limit of Detection (LOD =
0.015%) / Huwxe npenena
obHapyxeHus (I10 = 0,015%)

0.08% /0,08%

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

Total impurities /
Cymma npumecei

0.2%/0,2%

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

7 | Assay / KonnuecrBenHoe
oTipeesieHHne

10.07 mg/ 10,07 mr
100.7% / 100,7%

Not less than 9.0 mg and not more than 11.0

mg

C21H25CIN203'2HC] (cetirizine

dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr no 11,0 mr

C21H2501N203 ZHCI

(uetHpuzuHa

maruapoxnopua) B Tabnetke (ot 90 % mo
110 % oT HOMHHATEHOTO COIEPIKaHH).

Remarks : The Product confirms to ND/
Tpumeuanue: ITpoaykT cooTBeTcTBYET TpeGosauusam HJI

Conclusion : APPROVED /
3akmouenne: ONOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[poayxT: IleTprH, TabIeTKH, HOKPHITEIC MIIEHOYHOM 060104K0MH, 10 MT

Batch No / : B2403843 Batch Quantity / : 955KG/
Cepus Ne Obbem cepun 955 KI'
Analytical Report No / : 2002FP24002876 Date of Analysis / 30-11-2024
AHaITUTHYECKHI oTdeT No Jlata ananuza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
[Hara nponssonacTea T"oxen g0

Analysis performed according ND / Aranu3 nposenen o HII: I1 N013283/01-130723

8 | Subdivisian of tablets /
OnxHOpOoAHOCTE Macc NPU
AelieHUH TabaeTOK

Complies as prescribed /
CoOTBETCTBYET TpeOOBAHMIM

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 oufside the limits
of 75 % to 125 % of the average mass. /

Tabnetkn  couiscivisywr  1pebuBdinnm,
ecnu He Oonmee | eouHu4yHas Macca
OTKIIOHsETCA 3a npeznenst 85 % - 115 % ot
cpeaHei Macchl. Tabnerku He

COOTBETCTBYIOT TpeOoBaHUsAM, ecnu Oojee
geM | WHOMBHAyaTbHAA Macca OTKIOHAETCS
OT 3TMX TMpenelnoB HIH, ecaum 1
WHIUBHOyallbHAs Macca OTKIOHAETCA 3a
npenenst 75 % - 125 % ot cpenueit Macchl.

Uncontrolled Copy

9 |Microbiological purity* / Mukpo6uonoruyeckas yncrora*

a) Total Aerobic Microbial
Count / Obuiee uucno
a’pOOHEBIX MHKPOOPTaHU3MOB

Not Applicable

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / O6mee yucio He 6onee 100 KOE/r
JIPOKKEBBIX H [UIECHEBBIX

rpubor

c) Escherichia Coli Not Applicable Shell be absent in 1 g/

OtcytctBHEB 1 T

Remarks : The Product confirms to ND/

Tpumeyanue: IpoaykT cooTBercTRYET TpeGoBanusam HJI

Conclusion : APPROVED /
3axarwvenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[TponykT: IleTpuH, TabNETKH, MOKPHITHIE INIEHOYHOM 000mouKoii, 10 Mr

Batch No / : B2403843 Batch Quantity / ¢ 955KG/
Cepusa No O6bem cepun 955 KT
Analytical Report No / : 2002FP24002876 Date of Analysis / 30-11-2024
AHauTHYeCKUit oTyeT Ne JlaTa aHamm3a

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
Jlata npou3BoacTBa Togen go

Analysis performed according ND / Anamu3 nposeaes no HJ[: TI N013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / ITo
10 TabneTox B
TIBX/MIBAX//antoMAHAECBOM
6nucrepe. ITo 2 6mucrepa BMecTe ¢
HHCTPYKLUHEH [0  NPHUMEeHEHHIo
YMaKoOBaHEI B TIAYKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnetok B
TMBXMIBAX//antomurnesoM Omuctepe. o
2 umn 3 drucTepa BMeCTe ¢ HHCTpyKuuMeit no
IPUMEHCHUI)  YNAKOBAHLI B IAUKy
KapTOIIIyYIO.

11 | Labeling / MapkupoBxa According to ND / B cooteetcTeuu ¢ HJ

12 | Storage conditions / At temperature below 25 °C. / llpu Temnepatype ne Brime 25 °C,
Xpanenune

13 | Shelf life / Cpok roqnocTn 3 years /3 rona

L ncontrolled Copy

*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 / Ilposodumcs npoussooumenem npu ebinycke nepuoouiecku: ons
Kkasicooii 20-oii cepuu unu ne menee 1 pasa 6 200. Hoxkazamenb modcem 6vime ne exmoyen 6 Cepmugpuxam

aHARU3A UupmbL.

Remarks : The Product confirms to ND/
Ilpumeyanne: IlpoaykT cootBercTBYET TpeboBaumsm HJI

Conclusion : APPROVED /
3axaouenne: OJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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