Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
MpoayxT LleTpun® TabIIeTKH, MOKPBITIE TINEHOYHONH 060104K0#,10 MI N
Batch No / : B2301459 Batch Quantity / 687.600 KG /
Cepus Ne O0neM NapTuH 687,600 KI"
Analytical Report No / 2002FP23001310 Date of Analysis / 15-05-2023
AHAJIHTHYECKHUEH oTyeT Ne Jarta anajamsa
Date of Manufacture / 04/2023 Date of Expiry / 03/2026
JlaTa mpousBoacTBA Toaen oo

Analysis performed according ND / Auanns nposeaen mo HJ[: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3M. Ne 2 ot 07.10.2021)

Ne

1

__Est / Iloxa3zaTean

Result / Pesyabratbr

Specification / Hopma

Description / Onucanne

pUCKO  Ha  OfHOW  CTOpOHE.

BETA.

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisle
NBOSIKOBBITIYKJIble TaONETKH, TOKPBIThIE
TJIEHOYHOW 00o0JToukoif Oenoro IBeTa, C

nomepeyHoM  paspesze — sApo 6Genoro

white core on a cross section.
MOKPBITHIC  TIEHOYHOMN
pucko Ha  OJHOM

10 TIOUTH GENoro 1UBETA.

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-

Kpyrible OBOSKOBBIMYKIIBIE TaOIETKMU,
0607104KOM
Germoro wmu moytd Oernoro LBera,
cropone. Ha
NoTnepeyHoM pazpese — Apo ot Genoro

/

Identification by HPLC/
[TopmMHHOCTD

Complies as prescribed /
COOTBETCTBYET

The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

BpeMmst  yOepKUBAaHUS  OCHOBHOTO
nuka Ha XpoMaTorpamMme
HCIILITYEMOrO  PacTBOpPa  NOJDKHO
COOTBETCTBOBATH BpEMeEHH
yIepKUBAaHUA OCHOBHOTO TWKa Ha
XpoMaTorpamme pacTBopa
cTaHgapTHOTO o0pasua HeTHpHU3HHA
THApOXJIOpHAa (pazmen
«Konu4yecTBEHHOE ONpeNeieHNe ).

Average weight / CpenHss
Macca

189.6 mg / 189,6 Mr

Water / Boga

3.0% w/w / 3,0%

Uniformity of dosage units
/ OmHOPOIHOCTD
JTO3UPOBAHUSA

42742

196,7 Mr)

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 mr no

‘Not more than 8.0% w/w /

~_|He 6onee 8,0 %

The acceptance value (AV) should be
less than or equal to 15.0 /
[TokazaTens mpueMmineMocT (AV)
mokeH OBITH He 6onee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanue: I[TpogykT cooTBeTcTBYET TpeboBaumam HJI

Conclusion : APPROVED /
3akaiouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

AHaauTHYecKHii oTyer No

CEPTHO®UKAT AHAJIM3A
Product : Cetrine film coated tablets, 10 mg -
Mponykr : LletpuH® TabneTKU, HOKPHITLIE NIEHOYHOW 060/104KO¥H,10 M N
Batch No / : B2301459 Batch Quantity / 1 687.600 KG/
Cepusa Ne O6bem napTuu 687,600 KI'
Analytical Report No / : 2002FP23001310 Date of Analysis / t 15-05-2023

Jdara anaausa

Date of Manufacture / : 04/2023
aTa Mpon3BOJACTBA

Date of Expiry / ¢ 03/2026
TI'onen no

Analysis performed according ND / Anaau3s nposeaen o HJI[: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 ot 07.10.2021)

‘Ne | Test/ IMokazaTenn Result / PesyasTaTnl - Specification / Hopma
6 Dissolution / PactBopenne 98%, 98%, 98%, 99%, 100%, 98% Not less than 80% (Q) of the
labeled amount of

C2 |H25CIN203' 2HCI (cetirizine
dihydrochloride) is dissolved in 30

minutes /
He wmenee 80 % (Q) or
HOMHHAJIEHOTO COnEpKaHMA

C2|H25C]N203'2HC1 (LleTl/]pl/I?:l/lHa
nuruapoxsopun) yepes 30 MuH,

7 Impurities by HPLC/
PozcTBenHbie MpUMecH

npuMecen

LETHPU3UHA Less than LOQ (LOQ =0.019%) / Huxe %

' npeena KOJMIeCTBEHHOTO ONpe/ieNeHNs
a) Impurity A/ (TTKO = 0,019%) b) Not more than 0.2 % / He Gonee 0,2
npuMecs A %

. Less than LOQ (LOQ = 0.010%) / Hixke
tr),i)l”iglcl:lg B/ Tpejiena KOMMYECTBEHHOTO ONPEIETEHHS c) got more than 0.2 % / "e 6onee 0,2

. (TTKO = 0,010%) o
c) Impurity C/ Less than LOQ (LOQ = 0.017%) / Huxe
rnpumeck C npenena KONMYECTBERHOTO ONpeaeeHus od) Not more than 0.2 % / re 6onee 0,2
d) Impurity D / (LTKO™=10;017%) §

Not detected / He o6HapyxeRa
npumeces D e) Not more than 0.2 % / He 6onee 0,2
e) Impurity E / 0.02% /0,02% %
npuM
REiFER B Less than Limit of Detection (LOD = f) Not more than 0.2 % / ne Gonee 0,2
f) Impurity F / 0.015%) / Huxe npenena oOHapyKeHMst %
npumech F (T10 = 0,015%)
g) Not more than 0.2% /

9) Any unspecified impurity |y 379, / 0,07% He Gonee 0,2%
/ JIrobas enuHWYHAA
HENICHTHUUMPOBAHH h) Not more than 2.0% /
f TIPHMECh He Gonee 2,0%

h) Total impurities / Cymma ~ 0-1%/0,1%

a) Not more than 0.2 % / ne Gonee 0,2

Remarks : The Product confirms to ND/

Tpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaunsM H]| 3akmoyenne: ONOBPEHO

Conclusion : APPROVED /
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr IeTpuH® TabneTku, MOKPBITHIE TEHOYHOH 06onoukoi,10 mr I
Batch No / : B2301459 Batch Quantity / 687.600 KG /
Cepus Ne O6beM mapTuu 687,600 K"
Analytical Report No / 2002FP23001310 Date of Analysis / 15-05-2023
AHaJauTHYecKHl oTaeT Ne JaTa ananusa
Date of Manufacture / 04/2023 Date of Expiry / 03/2026
JaTa npon3BoACTBA I'oneH o

Analysis performed according ND / Auanus nposeaen no ITJ[: [T N013283/01-160919 (amend Ne 1 from
12.05.2020 / nam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Result / PesyabraThl

Specification / Hopma

No Test / Iloxa3zaTenn

8 Microbial limits /
Mukpobuonornyeckas
MucTOoTa

a) Total aerobic microbial
count / O61ee yucno
a’pOOHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / O61iee uncio
IPOKKEBBIX M MIECHEBBIX

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

INot more than 1000 CFU/g /
He 6onee 1000 KOE/r

INot more than 100 CFU/g /
He 6onee 100 KOE/r

rpu6os Shall be absent in 1g / Orcyreteue B 1
lAbsent in 1g / OtcyTcTByeT B IT r
c) E. coli
9 Assay / KonmnuecteeHHoe 9.93mg/ 9,93 mMr Each film coated tablet contains not
onpesieNieHne less than 9.0 mg and not more than 11.0

mg C2|H25C1N203‘ 2HCI (cctirizine
dihydrochloride) per tablet / Ot 9,0 M

(o] 1 1,0 Mr C21H25C1N203‘2HC]
(uetupusauna  QUTMAPOXIIOPHUA) B
TabIeTKe.
10 Package / Vnakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[IBX/antomuamreBom Gnucrepe. [o 10 blisters in a carton. 252 cartons in
3 6nucTepa BMecTe ¢ MHCTpyKIMeli o  |master carton.
NPUMEHCHHIO YITaKOBaHBI B TTAYKY b ITo 10 Tabnerok B
KapTOHHYHO. [IBX/amomunuesoM 6nucrepe. [1o 2
vy 3 6mcTepa BMECTE C
WHCTPYKLHEIH 110 TPUMEHCHHIO
YIaKOBaHBI B MAUKy KAPTOHHY1O.
VYnakoBka  "in-bulk": Tlo 10
OnUCTEpOB MOMELIAIOT B KAPTOHHYIO
kopooky. TIlo 252 kapToHHBIC
KOPOOKYM TOMEIaloT B KapTOHHEIIN
KOpoO.
11 Labeling / Mapkupogka According to ND / B cootBercTBHM ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype He Boime 25 °C.
X paHeHue
13 Shelf life / Cpox rogHoct 3 years / 3 roma

Remarks : The Product confirms to ND/
Ipumeuanne: Ilponykr coorBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3akarwuenune: OJJOBPEHO
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