Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHU®HUKAT AHAJIHA3A

Product : Cetrine film-coated tablets 10 mg

IIponykT: LleTpun, TabIeTKH, HOKPHITHIE IIEHOYHOM 060104K0MH, 10 Mr

Batch No / B2403822 Batch Quantity / : 955 KG/
Cepus Ne O6bem cepun 955 KI'
Analytical Report No / : 2002FP24002868 Date of Analysis / : 30-11-2024
ABanuTHYECKHif 0TYeT No JlaTa aHammsa

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
Jlata mpoM3BOACTBA Tonen o

Analysis performed according ND / Aranus npoeesex no HJT: TI N013283/01-130723

Ne Test / IToxa3zaTean

Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onncanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ KpyTible ABOsKOBBITYKIIbIE
TabJeTKu, MOKPHITEIE INIEHOYHON
060J101K0# Oesoro 1BeTa, ¢ pHCKOH
Ha ofHOit cropone. Ha nonepeurnom
pazpese 31po Gemoro ueeTa.

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. / Kpyrisle JIBOSKOBBIIYKIIBIE
TabJIeTKH, [TOKPBITEIE TUIEHOYHOH

obomoukoii Oenoro HIM TOYTH Oeoro
1[B€Ta, C DHCKOH Ha oxHo# cTtopone. Ha
NIONEPEYHOM paspese 14po OT Oenoro o
o4YTH OeNoro uBeTa.

Remarks : The Product confirms to ND/

Ipumeaanwme: IIpoaykr coorBeTcTBYET TpeOoBaHusM HJI

Conclusion : APPROVED /
3axmogenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTROUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

IIpoayxr: LleTpun, TabIeTKH, OKPHITHIE IIIEHOYHOHN 060104K0M, 10 Mr

Batch No / B2403822 Batch Quantity / : 955KG/
Cepus Ne O6neM cepun 955 KI'
Analytical Report No / : 2002FP24002868 Date of Analysis / : 30-11-2024
Ananuruueckuii otuer No JlaTa ananusa

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
JlaTa mpou3BoaCTBa T'onen mo

Analysis performed according ND / Ananus nposeaen mo HJI: IT N013283/01-130723

2

Identification. Cetirizine / lognnanocTh. [leTHpusnn

1. HPLC/B3XX

Complies as prescribed /
CooTsetcTBYyeT TpeGOBaHUIM

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 ynmepskuBaHus
OCHOBHOTO IHKa Ha XpOMarorpamme
HCIBITYEMOTO pacTeopa JOJDKHO
COOTBETCTBOBAThL BPEMEHM YAEPXKUBaHUA
OCHOBHOTO MHKa HAa XPOMAaTOrpaMMe
pacTsopa CTaH/IapTHOTO obpasua
LIETUPH3HHA THAPOXJIOpHAA (pa3men
«KonnyecTBeHHOE OIPEACICHHE).

2. UV spectrophotometry /
Y®-cnextpodoTomerpus

Complies as prescribed /
CootBetcTByeT TpeboBaHusiM

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 mnm. / VY®-cuekrps
NOTTOMCHHAS HCHBITYEMOTO pacTBopa H
pacrBopa CTaHAApTHOTO obpa3sna
LETHpH3WHA THAPOXJOpHIa B obiacTH OT
200 no 400 HM AOMKHBI UIMETH MAKCHUMYMEI
NOCNOMICHUA TIPM OJHOM M TOH XKe JUIHHE
BOJIHBI C JOIYCTHMBIM OTKIOHCHHEM =+ 2
HM.

Water / Boga

3.6% wiw / 3,6%

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

Uniformity of dosage units /
OnnopogHocTh
T03UPOBAHASA

4.0/4,0

Acceptance value (AV) should be not more
than 15.0 / IlokazaTens NPHEMIEMOCTH
(AV) momxen OsbiTh He Gonee 15,0.

Dissolution / PacTBopenue

Unit-1/ Tabm.-1

101%

Unit-2 / Ta6.-2

100%

Unit-3 / Tab.-3

99%

Unit-4 / Tab6.-4

102%

Unit-5 / Ta6n.-5

101%

Unit-6 / Ta6:1.-6

100%

Not less than 80% (Q) of the labeled amount
of Cz] H25C1N203 -2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMMHAILHOrO COJCPIKaHMA
C,1H,5CIN,0;-2HCI (uetnpusuHa
guruapoxiopua) gepes 30 MuH.

Remarks : The Product confirms to ND/

IIpumeuanue: [poaykr coorsercTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axnawgenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Tpoaykr: Ilerprn, TabneTky, NOKPHITHIE IIISHOUHOM 000104K0#, 10 Mr

Batch No / B2403822 Batch Quantity / ¢ 955KG/
Cepus Ne O6Bem cepun 955 KI"
Analytical Report No / : 2002FP24002868 Date of Analysis / 1 30-11-2024
ABamuTHYECKHM 0TYET No Jlara anamuza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
JlaTa npon3BOACTRa T'oneH o

Analysis performed according ND / Ananms nposezaen mo HJI: IT N013283/01-130723

6 |Related Impurities by HPLC/
PoncTBeHHbIE IpAMECH

Impurity A / TIpumecs A

Impurity B / Ilpumecs B

Impurity C / Ilpumecs C

Impurity D / Ilpumecs D

Impurity E / IIpumecs E

Impurity F / Ilpumecs F

Any individual unidentified
impurity / Jlro0as emuHUYHAN
HEMOCHTHGUIIUPOBAaHHAS
[IPUMECD

Not detected / He obHapyxeHa

Less than LOQ (LOQ = 0.010%) /
Hipxe npefien1a KOJINYECTBEHHOTO
ompenenenus (ITIKO = 0,010%)

Less than LOQ (LOQ = 0.017%) /
Hwxe npenena KOMIHIECTBEHHOTO
onpeaenenus (IKO = 0,017%)

Not detected / He 0OHapy*xeRa

0.03% /0,03%

Less than Limit of Detection (LOD =
0.015%) / Huxe nipenena
obnapyxenus (T10 = 0,015%)

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 6ousee 0,2 %

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

Total impurities /
CymMa npumecei

0.2%/0,2%

Not more than 2.0 % / He Gonee 2,0 %

7 | Assay / KornuecTBennoe
onpeneneHue

10.15mg/ 10,15 mr
101.5% / 101,5%

Not less than 9.0 mg and not more than 11.0
mg C1Hy5sCIN,05-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr g0 11,0 Mr
C,,HysCIN,O4-2HCI (uetnpusuna
muruapoxnopua) B tabuerke (ot 90 % go
110 % OT HOMHHAIEHOTO COACPKAHHS).

Remarks : The Product confirms to ND/
Ipumedanne: ITpoaykT cooTBETCTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmogeaue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

Ipoaykt: Lerpun, TabeTKy, MOKPHLITHIE MIEHOYHOM 000104K0MH, 10 Mr

Batch No / . B2403822 Batch Quantity / : 955KG/
Cepus Ne O6beMm cepuun 955 KI'
Analytical Report No / : 2002FP24002868 Date of Analysis / : 30-11-2024
Ananmutuiecknii otyet No Jlata ananuza

Date of Manufacture / 1 10/2024 Date of Expiry / . 0972027
JlaTta npou3BoACTBa T'omen mo

Analysis performed according ND / Ananus nposenes no HJI: IT N013283/01-130723

8 | Subdivision of tablets / Complies as prescribed /

JeJeann TabJIeToK

OpHopoaHOCTHL Mace MpH CooTBeTcTBYET TpEOOBaHHAM

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. /
TabneTkn COOTBETCTBYIOT TpeOOBaHUAM,
ecmr He Oomee 1 emuuuyHAs Macca
OTKJIOHSETCA 3a npenensl 85 % - 115 % ot
cpenneit MAcCEL. Tabnerxu He
COOTBETCTBYIOT TpeOoBaHMsM, ecnH Oonee
4eM 1 HHIUBHAyATLHAsT Macca OTKIIOHSICTCS
OT 3THX T[penenoB Wiy, ecm 1
WHIUBHAYANbHAs MAacca OTKIOHJAETCS 3a
npenensl 75 % - 125 % ot cpenreit Maccst.

Uncontrolled Copy

9 |Microbiological purity* / Mukpo6uoIoruyeckas yucToTa™

a) Total Aerobic Microbial Not Applicable
Count / O61iee uncio
a3pO0OHBIX MUKPOOPTaHH3MOB

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

b) Total Combined Yeast and Not Applicable
moulds count / OBmmee uucno
JPOMOKEBBIX Y IUICCHEBBIX
rpu6oB

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) Escherichia Coli Not Applicable

Shell be absent in 1 g/
OrcyrcTBHEB 1 T

Remarks : The Product confirms to ND/
IIpumeuanne: [Tpoayxr cooTBeTcTBYET TpeboBaHusam HJ|

Conclusion : APPROVED /
3axmogenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIH3A

Product : Cetrine film-coated tabléts 10 mg
ITpoaykT: LleTpun, TabreTKH, OKPHITHIE IIEHOYHOH 060101K0#, 10 M

Batch No / B2403822 Batch Quantity / : 955KG/
Cepus Ne O6neM cepun 955 KTI"
Analytical Report No / : 2002FP24002868 Date of Analysis / : 30-11-2024
AmnanutHueckuii oTyeT Ne . JlaTa ananmsa

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
JlaTa npou3BOACTBA T'omen no

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

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Ilo
10 Ta0JIeTOK B
IIBX/TIBAX//antoMHHHEBOM
6nucrepe. Ilo 2 Onmcrepa BMecTE C
MHCTPYKIME#f 1[0  IIPUMEHCHHIO
YTIaKOBaHEI B IaYKy KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
TIBX/TIBAX//amomusueBom 6muctepe. Ilo
2 wiu 3 6micTepa BMECTE ¢ HHCTPYKIMEH 1o
[NPUMEHCHHIO  YNAKOBaHBI B IAayKy
KapTOHHYIO.

11 | Labeling / Mapkuposka According to ND / B cooteetcTBHY ¢ HJ|

12 | Storage conditions / At temperature below 25 °C. / ITpu Temneparype He Britue 25 °C.
Xpanenne

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

*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 / [Iposodumcs npouseodumenem npu 8binycKe nepuooOuHecKu. on
xaoicooii 20-ot cepuu unu e menee 1. paza 6 200. Hoxazameas modicem 6bims He exnoven 8 Cepmugpuram

ananusza upmul.

Remarks : The Product confirms to ND/
IIpumeganne: [Ipoayxt cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axsmouenne: OJJOBPEHO
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