CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

IlpomyxT: IleTpuH, TabIeTKH, IOKPHITEIE INIEHOYHON 060I04Ko#, 10 Mrt

Uncontrolled Copy

Batch No / : B2403844 Batch Quantity / : 955 KG/
Cepus Ne O6wem cepun 955 KT
Analytical Report No / : 2002FP24002890 Date of Analysis / 29-11-2024
AHanuTHYeCKHit oTyeT No Jara ananusa
Date of Manufacture / : 10/2024 Date of Expiry / 09/2027
Jara mpon3BoacTea T'opeH o
Analysis performed according ND / Ananus nposeaen o HI: TTI N013283/01-130723
Ne Test / IlokazaTenn Result / PesyabTaThr Specification / Hopma
1 | Description / Onucanue White colored, round, biconvex film- | White or off-white colored, round, biconvex

coated tablets with a break line on
one side. White core on cross section.
/ KpyTiiele TBOSKOBBIMYKIIBIE
TabNETKH, MTOKPHITHIE TICHOYHOM
000I109KO# OeNIoro UBETa, C PHCKOM
na oo cropoHe. ITa noncpeunom
paspese sapo Oenoro BeTa.

film-coated tablets with a break line on one

side. White to .off-white core on cross
section. / Kpyrmuble IBOSKOBBIIYKIIEBIE
TabNeTKH, TIOKPBITEIE TUTEHOYHO#H

obonoukoii Gemoro WM IOYTH OEIOro
IBCTd, L PULRUNA Hd UMHUH clopude. Ha
TIONIEPEYHOM pa3pese sSApo OT 0Oeaoro o
MOYTH GEIoTo UBETA.

Remarks : The Product confirms to ND/

Hpumeuanme: [IpoaykT cootsetcTBYET TpebGoBanuaM H]J

Conclusion : APPROVED /
3axnwuenue: OJOBPEHO

WI-GLOB-QA-0669-2.0
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJU3A

Product : Cetrine film-coated tablets 10 mg

Ipoaykr: LleTpuH, TabneTkw, MOKPEITEIE MICHOYHOM 000109K0#, 10 Mr

Batch No / : B2403844 Batch Quantity / : 955KG/
Cepus Ne Ob6neMm cepuu 955 KI'
Analytical Report No / : 2002FP24002890 Date of Analysis / : 29-11-2024
Ananmurnaeckun otuer No Jlata ananusa

Date of Manufacture / : 10/2024 Date of Expiry / i 09/2027
Jlara npou3BOACTBa Tonen po

Analysis performed according ND / Awanus nposeaen o HI: 1 N013283/01-130723

Uncontrolled Copy

2 | Identification. Cetirizine / ITognmuaHocTh. IleTHpH3NH

1. HPLC/B2XX Complies as prescribed /
CooreeTcTBYET 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"). / Bpewms ynepxuBaHus
OCHOBHOTO [@HKa Ha XpOMaTorpamme
HCITBITYEMOTO pacTeopa JOIDKHO
COOTBETCTBOBATE BpEMEHW  YICPKHUBAHMSA
OCHOBHOTO IIHKa Ha XpOMaTorpamme
pacTBopa CTaHZapTHOTO obpasua
LETUPU3UHA TUIpoXJIopua (pa3men
«KonudecTBeHHOE ONIPEETIEHHEY ).

2. UV spectrophotometry /

Complies as prescribed /
Yd-ciektpodoTomMeTpus CooTBeTCTBYET 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 42 nm. / VY®d-cnexrpr
TIOTTIOIIEHNS HCHEITYEMOTO pacTBopa W
pacTteopa CTaHA2PTHOTO obpazua
LETUPH3UHA THApOXIOopUaa B 00ONacTH OT
200 mo 400 HM TOJKHEI UMEThH MAKCHUMYMBI
MOTTIOIICHMS 1P UUHUA M LUR AKE LIMHE
BOIIHBI C JOIYCTHMBIM OTKIOHEeHHeM + 2
HM.

3 | Water / Boaa 3.5% wiw /3,5%

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

4 | Uniformity of dosage units / 28728

OnHoponHocTh
A03HPOBAaHUA

Acceptance value (AV) should be not more
than 15.0 / IlokazaTens mpPHEMIEMOCTH
(AV) nomxeH OuITH He Gonee 15,0.

5 | Dissolution / PacTBopenue Unit-1 / Tabn.-1

101%

Unit-2 / Tabm.-2

99%

Unit-3 / Tabn.-3

91%

Unit-4 / Ta6bn.-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,O;-2HCI (cetirizine
dihydrochloride) after 30 min. / He mence
80 % (Q) oT HOMHHANBEHOTO COJEpPKaHHUI
C,H,5CIN,O;-2HCI (wetnpuznHa
AUrHOPOXIOpUn) Yepes 30 MuH.

Remarks : The Product confirms to ND/
IMpumeuanmue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akmoyenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

ITpoaykr: etpuH, TabaeTKH, TOKPHITEIE IEHOYHOH 06009K0i, 10 Mr

Batch No / : B2403844 Batch Quantity / : 955 KG/
Cepus Ne O6beM cepuu 955 KT’
Analytical Report No / : 2002FP24002890 Date of Analysis / 29-11-2024
AnanuTtideckuit oryer No JHara ananusa

Date of Manufacture / : 1072024 Date of Expiry / 09/2027
Jarta mpou3BOACTRa Toxen fo

Analysis performed according ND / Aranus nposenes no HAL: [T N013283/01-130723

6 |Related Impurities by HPLC/
PoscTBeHHBIE TpUMecH
Impurity A / IIpumecs A Not detected / He 06HapyxeHa Not more than 0.2 % / He Gonee 0,2 %
Impurity B / Ilpumecs B Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6onee 0,2 %
- Hixe npenena KoIM4ecTBEHHOTO
Impurity C / Ipumecs C onpeneners (TIKO = 0,010%) Not more than 0.2 % / He 6omee 0,2 %
Impurity D / TTpumecs D Less than LOQ (LOQ = 0.017%) / Not more than 0.2 % / He Gonee 0,2 %
Impurity E / TIpumecs E Huxe npenena KomM4ecTBEHHOTO Not more than 0.2 % / He Gomnee 0,2 %
- onpeaenenus (ITKO = 0,017%)
Impurity F / [Tpumecs F Not more than 0.2 % / He 6osee 0,2 %
Any individual unidentified |Not detected / ne o6HapyxeHna Not more than 0.2 % / He 6onee 0,2 %
impurity / JIro6as emuHUYHAas
HEHACHTUQUIMPOBAHHAS 0.03%/0,03%
NpHUMECh
Less than Limit of Detection (LOD =
0.015%) / Hmxe npenena
obuapyxerus (I1I0 = 0,015%)
0.08% / 0,08%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He Gonee 2,0 %
CymmMma npumMeceit
7 | Assay / Konn4yecTreeHHOe 10.11 mg/ 10,11 mr Not less than 9.0 mg and not more than 11.0
omnpeaeneHue o 5 mg C,1H,5CIN,0;-2HCI (cetirizine
soEta 0T dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr mo 11,0 mMr
C,H,5CIN,0O5-2HCI (uetupuzuna
auruapoxiopua) B Tabnerke (or 90 % mo
110 % 0T HOMHHAJILHOTO COIEPXAHMUS).

Remarks : The Product confirms to ND/
Ilpumeuanue: Tpoaykr coorseTcTBYET TpeGoBanusaM HJT

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

TIpoaykt: IleTpun, TabIeTKH, MOKPHITEIE INIEHOUHOH 0600uKoMH, 10 MT

Uncontrolled Copy

Batch No / : B2403844 Batch Quantity / : 955 KG/
Cepus Ne O6wem cepnu 955 KI'
Analytical Report No / : 2002FP24002890 Date of Analysis / 29-11-2024
AHanuTHYECKHH oTueT Ne Jara anannza

Date of Manufacture / : 10/2024 Date of Expiry / 09/2027
Hara npou3BoaCcTBa Tonen o

Analysis performed according ND / Ananus nposegen mo HI: TT1 N013283/01-130723

8 | Subdivision of tablets /
OnHopoaHOCTL Mace NPH
JeJIeHUM Ta0/IeToK

Complies as prescribed /
CootseTcTByeT TpeGOBaHUAM

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. /
TableTKM COOTBETCTBYWOT TPeOOBaHHUSM,
ecik He Oomee 1 exuHH4YHas Macca
OTKIIOHAETCs 3a npeaensl 85 % - 115 % ot
cpenHen Macchl. Tabierku HE
COOTBETCTBYIOT TpeOoBaHMAM, eciH Ooiee
yeM 1 HHOUBHOYyaNBHAA Macca OTKIOHAETCS
OT 3THUX UpedenoB Wi, ecmu |
HHIMBUIyalbHAd Macca OTKIOHSeTCS 32
nmpenenst .75 % - 125 % ot cpeaHeii Maccel.

9 |Microbiological purity* / Mukpo6unosoruieckas yucTora*

moulds count / Obuiee yucIo
IOPOXOKEBRIX U IUIECHEBEBIX
rpubon

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Ob1ee yucio He 6onee 1000 KOE/r
a3pOOHEIX MUKPOOPTraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /

He 6onee 100 KOE/r

c) Escherichia Coli Not Applicable

Shell be absentin 1 g/
OrcyrcTBUE B I T

Remarks : The Product confirms to ND/
Tpumeyanne: IIpoaykT cooTBeTcTBYET TpeGoBanusam HJI

Conclusion : APPROVED /
3axmoueHune: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
ITpoayxr: IlerprH, TaONeTKH, MOKPHITHIE INIEHOYHOM 0601104KOH, 10 MT

Batch No / : B2403844 Batch Quantity / : 955KG/
Cepus Ne O0beM cepun 955 KI'
Analytical Report No / : 2002FP24002890 Date of Analysis / 29-11-2024
AHanmuTHdeckuil otyeT No Hara ananmnsa

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

Analysis performed according ND / Ananu3s niposenen no HII: TT N013283/01-130723

10 | Packaging / YmakoBka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 2 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / ITo |[in a carton. / ITo 10 Tabnerox B
10 TabIIETOK B | IBX/IIBAX//amtomunruesoM 6nuctepe. ITo
MBX/TIBAX//antoMunnesom 2 unm 3 6rMcTepa BMECTe ¢ MHCTPYKIMEH 110
bmucrepe. ITo 2 6micTepa BMECTE C | IPUMEHCHHIO ~ YNaKoBaHEl B IauKy
HWHCTPYKIMEH 10  NPUMEHEHHIO | KAPTOHHYIO.
YNAKORAHRI B TIAYKY KANTNHHYH

11 | Labeling / MapkupoBka According to ND / B cootsetrcTBuHM ¢ H]

12 | Storage conditions / At temperature below 25 °C. / Ilpu temnepatype He Bhimue 25 °C.

XpaHeHnne
13 | Shelf life / Cpox rogHocTn 3 years /3 roxa

Uncontrolled Copy

*Test is performed periodically with the interval of 1 from 20 batches, or al least once a year. The test can
be absent in the Certificate of Analysis / IIposooumcs npouseodumenes npu evinycke nepuoouecki: ons
Kkadrcooti 20-oti cepuu unu ne menee 1 pasa ¢ 200. Ilokazamens moxcem 6oims ne exnouen ¢ Cepmugpurxam

aHanuza Gupmsl.

Remarks : The Product confirms to ND/

IMpumeuanne: IIpoaykT cooTBeTcTBYET TpeGOBanusam HJI

Conclusion : APPROVED /
3akawuenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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