Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Tpoaykr: IleTpuH, TabNCTKH, NOKPbITHIE MIEHOYHOHA 06onouKkoH, 100 mr

Batch No / B2400422 Batch Quantity / © 955.000 KG/
Cepus No O6bem cepun 955,000 KI'
Analytical Report No / 2002FP24000452 Date of Analysis / 22-02-2024
Ananutuueckui otyer Ne Jata ananuza

Date of Manufacture / 02/2024 Date of Expiry / 01/2027
Jlata npousponcTea ToaeH o

Analysis performed according ND / Auanus nposeaen no H/I: TIN013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

Ne Test / IlokaszaTennb

Result / PezynanTarsl

Specification / Hopma

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie JBOSKOBBITYKIILIE
TabJIeTKH, TIOKPLITHIE [JIEHOUHOH
060s104K0l 6enoro UseTa, ¢ pUCKOH
Ha 0/1HOM cTopoHe. Ha nonepeunom
paspese aapo 6enoro upera.

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. / Kpymisle OBOSKOBBILYKILIE
TabJIETKH, TIOKPLITBIE [UIEHOYHOM
obonoukok ©Oenoro wunn  nouru Genoro
uBeTa, ¢ pHUcKoid Ha 0AHOM cropose. Ha
nonepevuHoM paspese sapo or Gemsoro s10
noyTtn Oenoro ugera.

Remarks ; The Product confirms to ND/

Ipumeuanue: [lponykT cooTBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3axkmoyenune: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAMI3A

Product : Cetrine film-coated tablets 10 mg
Tlponykt: LleTpuH, TABNETKW, NOKPHITHIE NIEHOUHOH 060s10uK0M, 10 M

Batch No / ¢ B2400422 Batch Quantity / : 955.000 KG/
Cepus No Ob6bem cepuu 955,000 KI'
Analytical Report No / : 2002FP24000452 Date of Analysis / o 22-02-2024
Ananntuuecknii oryeT Ne JlaTa aHanmu3a

Date of Manufacture / o 02/2024 Date of Expiry / o 0172027
Jara npousBoacTBa T'oneH no

Analysis performed according ND / Ananus nposeaen no HI: TTN013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

2 | Identification. Cetirizine / IlopimHHOCTB. IleTHPH3UMH

1. HPLC/BDXX

Complies as prescribed /
CootrBeTrcTBYET TPpeOOBAHUAM

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention tume of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpems ynepxusaHus
OCHOBHOIO NWKAa HAa  Xpomarorpamme
MCMBITYEMOTO pacTBOpa JOJKHO
COOTBETCTBOBATh BpPEMEHH  yJepKUBAHHA
OCHOBHOTO THKa Ha  XpoMaTorpaMmme
pactBopa CTaHAAPTHOTO obpasua
LIeTUPH3HHA rMapoXJIopuaa (pasnen
«KonuyecTBeHHOE OnIpene/IeHHe ).

2. UV spectrophotometry /
Y®-criekrpodoToMeTprs

Complies as prescribed /
CooTseTcTBYeT TpeOOBaHHUAM

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
NOITIOMIEHNs MCIIBITYEMOTO  PacTBOpa M
pacTBOpa CTaHAAPTHOTO obpazia
LETHPU3HHA T[WAPOXIopHAa B oGmacté oT
200 po 400 HM NOMKHBI UMETb MAKCUMYMbI
NOIIOWEHNA NPU OAHON M TOW XKe JUIHHE
BOJHBI C JOMYCTHMBIM OTKJIOHEHHeM + 2
HM.

3 | Water / Boaa

3.6% wiw /3,6%

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

4 | Uniformity of dosage units /
Onanopoanocts
JAO3HPOBAHUS

45/4,5

Acceptance value (AV) should be not more
than 15.0 / Ilokasarenp MpPHUEMIEMOCTH
(AV) nomxken 651Th He Gonee 15,0.

Remarks : The Product confirms to ND/

IIpameyanne: [Iponykr coorseTcTByeT Tpebopanmsam HJL

Conclusion : APPROVED /
3axaroyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Mponykr: 1leTpuH, TabaeTku, NOKpbITEIE MIEHOYHAH 0bonoukok, 10 Mr

Batch No / B2400422 Batch Quantity / . 955.000 KG /
Cepus Ne O6beM cepuu 955,000 KI'
Analytical Report No / 2002FP24000452 Date of Analysis / 22-02-2024
AHanuTHdecKui oTgeT Ne Jlata aHanu3a

Date of Manufacture / 02/2024 Date of Expiry / 0172027
Jara npousBoacTBa Topen no

Analysis performed according ND / Ananus nposeaen no HJI: TIN013283/01 dt 13.07.2023 /
IIN013283/01 or 13.07.2023

PoacrBenHbie IPUMECH

5 | Dissolution / PacTBopenne Unit-1/ Ta6bn.-1 101% Not less than 80% (Q) of the labeled amount
e 0 Of C21H25CIN203' 2HCI (Cetirizille
Unit-2 / Ta6n.-2 il dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 101% 80 % (Q) OT HOMMHANLHOTO coaepIKaHUs
Unit-4 / Tabn—4 T01% C,1H,sCIN,O5-2HCI (ueTupnsuHa
‘ N IUruapoxIopun) yepes 30 MuH.
Unit-5 / Tabn.-5 101%
Unit-6 / Tabn.-6 100%
6 |Related Impurities by HPLC/

Impurity A / TIpumecs A

Impurity B / [Ipumecs B

Impurity C /Tpumecs C

Impurity D / [Tpumecs D

Impurity E / [1pumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jlrobas eauuuuHas
HenIeHTHPHUIIHPOBAHHASL
TprMech

Not detected / ne oGHapysxeHa

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

0.02% /0,02%

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

Not detected / ne obHapy-KeHa

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

Not detected / ne obnapyxeHa

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

0.03% / 0,03%

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

Not detected / He obHapysxeHa

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

0.08% / 0,08%

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

Total impurities /
Cymma npumecei

0.2%1/0,2%

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

Assay / KosiuuecrBenHoe
onpeeSeHne

10.14 mg / 10,14 mr
101.4%/ 101,4%

Not less than 9.0 mg and not more than 11.0
mg Cz]HQ,5ClN303 -2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Or 9,0 mr go 11,0 mr
C,1H,5CIN,O5-2HCI (ueTupu3una
aurvapoxnopun) B tabaerke (ot 90 % no
110 % oT HOMHHANBHOrO COAEpIKAHH).

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykr coorBeTcTBYET TpeboBaHuaM H/J

Conclusion ;: APPROVED /
3akawyenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIHU3A

Product : Cetrine film-coated tablets 10 mg
Ipoayicr: Llerpuit, TabaeTky, NOKPbITHIC IEHOUHOH 060n10uKoH, 10 Mr

Batch No / . B2400422 Batch Quantity / : 955.000 KG/
Cepus No O6bem cepur 955,000 KT"
Analytical Report No / . 2002FP24000452 Date of Analysis / . 22-02-2024
Ananutnueckuii otyeT Neo JlaTta aHanuza

Date of Manufacture / :02/2024 Date of Expiry / o 0172027
JlaTa npoussoacTsa Tonen o

Analysis performed according ND / Anann3 nposeaen no HII: TIN013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

8 | Subdivision of tablets / Complies as prescribed /
OaHOpoAHOCTH MACC NPH CooTBeTcTBYET TpeOOBAHUAM
aejiennu TabieTox

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 COOTBETCTBYHOT  TpeGOBaHUM,
ecnd He Oonee 1 eaMHuuHas Macca
OTKIOHAETCA 3a npedensl 85 % - 115 % or
cpenteit MAacCChL Ta6merkn HE
COOTBETCTBYIOT TpeboBaHMsAM, ecin Gonee
uyem | MHAMBHAYATbHAS MAcCa OTKJIOHSETCS

OT 3THX Tnpeaesioe Wi, eccim 1
HEIUBHOyaJbHAas Macca OTKIOHAETCS 3a
nipegensl 75 % - 125 % oT cpenreit MacChl.
9 |[Microbiological purity* / MuakpoGuonornyeckas YHcToTa*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /

Count / O61ee uncio He 6onee 1000 KOE/r

a’pOOHbLIX MUKPOOPraHU3MOB

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

moulds count / O61ee yucno He Gonee 100 KOE/r

JPOAOKEBBIX W MJIECHEBBIX

rpuboB

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

Orcyrergue B 1 1

Remarks : The Product confirms to ND/

IIpumeuanue: [IponykTt cooTBeTCTBYET TpeboBanmsaM HJI

Conclusion : APPROVED /
Bakawuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

TIpoaykr: IleTpun, TabacTin, NOKPLITLIC NIEHOUHOI 060.104KoH, 10 Mr

Batch No / B2400422 Batch Quantity / © 955.000 KG/
Cepus Ne O6bem cepun 955,000 KI'
Analytical Report No / 2002FP24000452 Date of Analysis / 22-02-2024
Anganutnueckuii oTyeT Ne Jlara ananusa

Date of Manufacture / 02/2024 Date of Expiry / 01/2027
Jlara npor3soACTBa ToneH no

Analysis performed according ND / Anasnus nposeaen no HJI: TTN013283/01 dt 13.07.2023 /
T1N013283/01 ot 13.07.2023

10 | Packaging / YnakoBka 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. / TTo [in a carton. / Tlo 10 rabnerox B
10 TabneTok B | TIBX/TIBJAX//antomunueBom Gaucrepe. Tlo
[IBX/[1BAX//anoMuHreBOM 2 wiu 3 GnucTepa BMeCTe ¢ MHCTPYKIMEH IT0
6muctepe. [lo 2 6Gaucrepa BMecTe C | NPUMEHEHHIO ~ YNAKOBaHBl B MAuky
MHCTPYKLMEH MO0 NPUMEHEHHUIO | KAPTOHHYIO.
YNAKoBaHb! B NAUKy KAPTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cooreercrun ¢ H/[

12 | Storage conditions / At temperature below 25 °C. / TIpn Temneparype He Bbiue 25 °C,

Xpanenne
13 | Shelf life / Cpox rognocTn 3 years /3 ropma

Uncontrolled 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 / [Ipogodumcs npou3eooumenem npu GbINycKe RePUoOUNECKU: O
kaxcooii 20-0ii cepuu unu ne menee 1 pasa 6 200. Hoxazamens modcem 6oime e exnioven 6 Cepmudpuxam

anaiu3a upmo.

Remarks : The Product confirms to ND/
ITpumeuanne: IIpoayKT cOOTBETCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axiaouenne: OJJOBPEHO
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Uncontrolled Copy
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