Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
IIpoaykr: IeTpun, TabaeTKH, MOKPHITEIC MIICHOYHOK 06004K0i#, 10 MI

Batch No/ B2400738 Batch Quantity / 1 955.000KG/
Cepus Ne O6bem cepun 955,000 KT'
Analytical Report No / : 2002FP24000732 Date of Analysis / 27-03-2024
AnamuTiaeckuit oTuer No Jara aHam3a

Date of Manufacture / 03/2024 Date of Expiry / 02/2027

Jara mpousroacTra Tonen no

Analysis performed according ND / Anamma nposezen o HJI: 11 N013283/01-130723

Ne Test / Tloxa3aTenn Result / PeayanTaTsl Specification / Hopma

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on

one side. White core on cross section.
/ Kpyrysie BOSKOBHITYKIIEIE

Ta0JICTKY, MOKPEITRIE IUICHOYHOK
o6oouxoii 6exoro 1BeTa, ¢ PUCKOH
Ha oJiHO# cropone. Ha monepeurom
pa3peae sapo Gesoro 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. / Kpyrimle IBOAKOBRIIYKIEIC
Tabnerxy, TTOKPEITEIE TUICHOYHOM
obonmouxoii Oenoro wm moyrn 6Genoro
1BeTa, C PUCKOM Ha omHOH cTopoHe. Ha
[IOTIEpEeYHOM pa3pese Aapo oT Gemoro 1o
noutd Genoro usera.

2 | Identification. Cetirizine / Ilomiuunocte. lleTnpusun

1. HPLC/B3XX

Complies as prescribed /
CooTBercTByeT 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 ynepxuBaHus
OCHOBHOIO TIMKA HAa XPOMATOIPAMME
HCIEITYEMOrO pacreopa ZOJDKHO
COOTBETCTBOBATE BPEMEHH YACP)KMBAHHUS

OCHOBHOI'0O IIMKA Ha XPOMATOrpamMme
pacTBopa CTaHAAPTHOrO obpasma
LIETHPU3UHA THAPOXJIOPUAA (pasmen

«KoyecTBEHHOE OIPEAEIICHHED).

2. UV spectrophotometry /
Y ®-cnexrpodoromerpus

Complies as prescribed /
CooTseTcTBYET TpehoBaHHAM

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 mm. / V®-cuexrpal
[OIVIOMIEHUS. MCILITYEMOIO PpAacTBOpa M
pactsopa CTaHAAPTHOIO obpasua
HeTUpU3WHA THAPOXJIOpHAA B 00mactu oT
200 mo 400 HM JOJDKHEI MMETh MAKCHMYMEI
MIOIVIOIICHHSA TIPH OJHOH W TOH XK€ JUIMHE
BOJIHEI C JOIYCTUMAEIM OTKJIOHCHUEM *+ 2
HM.

3 | Water / Bona

2.7% wiw [ 2,7%

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

Remarks : The Product confirms to ND/

IMpumeganne: [IpoayxT cooTBercTBYeT TpeGoBanmaM HIT

Conclusion : APPROVED /
3axiouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIA3A

Product : Cetrine film-coated tablets 10 mg

IIpoaykT: IleTprH, TabIETKH, TIOKPHITEIC INICHOYHOH 060109K0#, 10 Mr

Batch No / B2400738 Batch Quantity / : 955.000 KG/
Cepus Ne O6neM cepuu 955,000 KT'
Analytical Report No / 1 2002FP24000732 Date of Analysis / 27-03-2024
Ananmutraeckuii oruer Ne Jara anamisa

Date of Manufacture / 03/2024 Date of Expiry / : 02/2027
Jlara mpou3BoncTRa Tonmen mo

Analysis performed according ND / Anamms nposener mo HI: ITN013283/01-130723

4

Uniformity of dosage units /
OnnopoaHocTh
X03UpPOBAHNAA

34/34

Dissolution / PacTeopenne

Unit-1 / Ta6x.-1 98%
Unit-2 / Tabn.-2 100%
Unit-3 / Tabn.-3 97%
Unit-4 / Ta6n.-4 97%
Unit-5 / Tabn.-5 97%
Unit-6 / Tabum.-6 96%

Related Impurities by HPLC/
PoxacTeeHHBIe NpuMecH

Acceptance value (AV) should be not more
than 15.0 / Tlokasarens UpHEMIIEMOCTH
(AV) nomxen 6rts He Gonee 15,0.

Not less than 80% (Q) of the labeled amount
of  CyHysCIN,05-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMMHAIBHOIO COAEPKAHHA
C2|H2501N203 -2HC1 (ue'rprpnanﬂa
JUTHIpoxJIopua) yepe3 30 MuH.

Impurity A / IIpumecs A

Impurity B / IIpumecs B

Impurity C / Ilpumecs C

Impurity D / IIpumecs D

Impurity E / Ilpumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jlro6as eguuuanas
HEHEHTUOUIMPOBAHHASL
IPUMECH

Less than LOQ (LOQ = 0.019 %) /
Huxe npesena KONUYECTBEHHOIO
onpeaenenns (IIKO = 0,019%)

0.01%/0,01%
Not detected / ne obHapyxena
Not detected / He oGHapyxeHa
0.04% / 0,04%
Not detected / He 06HapyeHa
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 Gonee 0,2 %

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

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

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

Total impurities /
Cymma mpumeceit

0.2%/0,2%

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

Remarks : The Product confirms to ND/
Hpumeaanne: TIpoaykT cooteTcTRYET TpeboBarmsm HIT

Conclusion ;: APPROVED /
3axmnogenne: OJJIOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
IIpoxyxT: IleTpun, TabJIETKH, OKPEITEIE IUIEHOYHOM 00010uK0i, 10 MI

Batch No / B2400738 Batch Quantity / : 955.000 KG/
Cepus Ne O6neM cepru 955,000 KT
Analytical Report No / : 2002FP24000732 Date of Analysis / 27-03-2024
AHamTHieckuii oruer Ne Jlata ananmsa

Date of Manufacture / 03/2024 Date of Expiry / 1 02/2027
Jlara mpou3BOCTBA Tomen no

Analysis performed according ND / Anayms nmposenesn mo HJI: 11 N013283/01-130723

7

Assay / KonimgecTreHHOE
onpeneieHue

9.93 mg /9,93 mr
99.3% / 99,3%

Not less than 9.0 mg and not more than 11.0
mg C21H25C1N203'2HC1 (cetirizinc
dibydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 Mr
Cz]stClNzO; -2HCl1 (IIC'I‘HpPIElI’IH&
auruapoxiopun) B Tabuetke (ot 90 % mo
110 % OT HOMMHAIIEHOTO COIEPKAHHS),

Subdivision of tablets /
OxnropoaHoCcTh Mace pH
aesiennn Taberox

Complies as prescribed /
CoorpercrByet TpebOBaBHIM

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. /
TabneTkd COOTBETCTBYIOT TpeOOBaHMSAM,
eciu He Oomee 1 emunuumas Macca
OTKIIOHSETCS 32 npepens 85 % - 115 % ot
cpenHei MAcChI. Tabnerxu HE
COOTBETCTRYIOT TpebGoBamusM, eciu Gomee
yeM 1 HHOMBHAYATEHAS Macca OTKJIOHSETCH
OT 3THX IpPEOeJOB WM, ecm 1
HHIUBUyaIsHAs Macca OTKIOHSAETCH 3a
npexersl 75 % - 125 % ot cpemueii MaccuL.

Microbiological purity* / MuxpoGuonory4eckast 4ucrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O6mee uucio He 6onee 1000 KOE/r
a3pPOOHEIX MUKPOOPTaHH3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6mee aucno He 6onee 100 KOE/r
JPONOKERKIX U MUIECHEBEIX

rpuGos

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

OrcyrerBHe B 1 T

Remarks : The Product confirms to ND/
ITpumeuanne: ITpoxykT cooTBeTCTBYET TpeGoBanusm H]T

Conclusion : APPROVED /
3axmogenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
IIpoayxT: Ietpun, TabIeTKH, MOKPLITHE IUICHOUYHOH 06010uKoii, 10 Mr

Batch No / B2400738 Batch Quantity / : 955.000 KG/
Cepus Ne O6weM cepun 955,000 KT"
Analytical Report No / : 2002FP24000732 Date of Analysis / 27-03-2024
Anamutraeckuit oTuer Ne Jata ananmsa

Date of Manufacture / 03/2024 Date of Expiry / 02/2027
Jlara nmpoussoacTea Tonen mo

Analysis performed according ND / Ananms nposenes mo HJI; TIN013283/01-130723

10 | Packaging / Ynakopka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 3  blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / Ilo [in a carton. / Ilo 10 Tabnerox B
10 TabeTok B | IBX/IIBJIX//amomuaneBoM Gmictepe. Ilo
IIBX/TIBJIX//amoMuHreBoM 2 ym 3 6mucTepa BMECTE ¢ HHCTPYKITHEH 110
6mucrepe. Ilo 3 GmicTepa BMECTE C | IPUMEHEHUI0  YNAKOBAaHEI B IAUKy
MHCTPYKHMEH 10  NPUMEHEHHIO | KAPTOHHYIO.
YIIaKOBZHEI B 129Ky KaPTOHHYIO.

11 | Labeling / MapxnpoBka According to ND / B coorsercranu ¢ HJ

12 | Storage conditions / At temperature below 25 °C. / ITpn remueparype He Brime 25 °C.

XpaHenne
13 | Shelf life / Cpox rognoctn 3 years /3 roga

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 / IIposooumes npouseooumenem npu einycke nepuooudecku; ons
xaxcooti 20-ot cepuu unu ne smenee 1 paza 6 200. ITokazamens moxicem 6vimpb ve exmoyen 6 Cepmughuxam

ananusa Gupmbsl,

Remarks : The Product confirms to ND/
Hpumeganue: MpoaykT cootBeTcTBYET TpeboBanuam H][

Conclusion : APPROVED /
3axmogenne: OJJOBPEHO
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