Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product Cetrine film coated tablets, 10 mg

HpoaykT LieTpiH® TabmeTKH, TOKPBITHIE TNICHOYHOH 0605104KO0M, 10 MT 1

Batch No / B2301561 Batch Quantity / i 687.600 KG/
Cepust Ne OdLem napTun 687,600 KI"
Analytical Report No / 2002FP23001269 Date of Analysis / ¢ 13-05-2023
AHaJauTHYeCKMIT oTUeT No JlaTa ananu3za

Date of Manufacture / 04/2023 Date of Expiry / : 03/2026
Hata npousBoacTea I"osten 10

Analysis performed according ND / Anaysms npoeexen mo H/I: 1T N013283/01-160919 (amend Ne 1 from
12.05.2020 / nu3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

[ Ne

| Test / TlokazaTens

l

Description / Ormncanvie

[BETA.

Result / PesynbTaTel "Speciﬁca_tioﬁ_/ Hopma

White coloured, round, biconvex film|White or off white coloured, round,
coated tablet with a breakline on one side.|biconvex film coated tablet with a
White core on a cross section. / Kpyrneie|breakline on one side. White to off-
MBOSIKOBBINYKNBIE TabneTky, MOKphIThie|white core on a cross section. /
nieHo4Hoi o6onoukoi Oenoro uBera, c|Kpyrible HBOSKOBBIMYKIIbIE TabHETKH,
puckoit Ha omgHOW  cTopoHe. Ha|MOKpEITBIE IIEHOYHOW  000J0YKOM
nornepeyHoM paspe3e — sanpo Oemorofbenoro unu noutw Genoro usera, ¢

pHCKOW Ha oOHOW crTopoHe. Ha
MOTIEpEYHOM pa3pese — PO OT Genoro
o oyt Genoro LBETA.

Identification by HPLC/
IMomnuHHOCTH

Average weight / C;;,Imﬂ_x
Macca

Water / Boxa

Uniformity of dosage units
OnHOPOOHOCTH
O3UPOBAHMS

CooTBEeTCTBYET

Complies as prescribed /

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). /

BpeMmss ymepxuBaHUS OCHOBHOIO
iKa Ha XpoMarorpamme
UCIBITYEMOrO  pacTBOpa  OIDKHO
COOTBETCTBOBATH BpPEMEHHN
yIOepKWBAaHUS OCHOBHOI'O THKa Ha
XxpoMaTorpamme pacTBopa
CTaHZapTHOro obpaslla LeTHPU3MHA
THAPOXIIOpUAA (pazmen
«KonuyectBeHHOE OonpeneneHyey ).

189.5mg /189,5 mr 191.0 mg + 3.0% (185.3 mg-196.7 mg)

191,0 Mr = 3,0% (ot 185,3 mr mo
196,7 mr)

3.0% wiw /3,0%

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

 5.8/58

The acceptance value (AV) should be
less than or equal to 15.0/
[Tokazarens npuemiemoctu (AV)
momkeH ObITE He 6omee 15,0.

Remarks : The Product confirms to ND/
ITpumeyanmne: IlpoaykT cooTBeTcTBYET TpebopaHusM HJI

Conclusion : APPROVED /
3akmouenne: ONOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg -
Mpogykr  : LleTpuH® TabneTkH, MOKPLITEIE INIEHOUHOH 060N04koH, 10 Mr B
Batch No / : B2301561 Batch Quantity / 687.600 KG/
Cepus No - = O0BLeM NapTHH 687,600 KI"
Analytical Report No / ¢ 2002FP23001269 Date of Analysis / : 13-05-2023
AHaluTH4YecKHil oT4eT No Jata anaansa
Date of Manufacture / ¢ 04/2023 Date of Expiry / 03/2026
JdaTa npou3BoacTEa I'open no

Analysis performed according ND / Ananus nposegen mo HJI: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3M. Ne 2 ot 07.10.2021)

Result / PesyabTaThl

6 Dissolution / PacTBopeHue

‘Ne Ilest / TlokazaTean

97%, 100%, 99%, 98%, 99%, 99%

Specification / Hopma N
Not less than 80% (Q) of the
labeled amount of

Cz 1 H25CIN203' 2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wMcree 80 % (Q) or
HOMHHAIBHOI'O COZICPIKAHUS
C21H25C1N203' 2HCI (HCTHpPBI/]Ha
inuruapoxsaopun) yepes 30 mMuH.

7 Impurities by HPLC/
PozcreeHHbIE IPUMECH
LETUPU3UHA

a) Impurity A /
npuMech A
b) Impurity B /
npumech B
c) Impurity C/

npuMect C

d) Impurity D /
npuMech D

e) Impurity E /
npumMecs E

f) Impurity F /
npumeck F

g) Any unspecified impurity

/ TroGas equHNYHas
HEUACHTHGULMPOBAHH
ast TIpUMech

h) Total impurities / Cymma
rpumecei

Less than LOQ (LOQ = 0.019%) / Huxe
TIpeiesia KOTUIeCTBEHHOTO ONPeaeTeHHs
(ITKO = 0,019%)

Less than LOQ (LOQ = 0.010%) / Huxe
TipefierTa KOTHYECTBEHHOTO oNpeleNeHNs
(TTKO = 0,010%)

Less than LOQ (LOQ = 0.017%) / Huxe
npenena KoJU4eCTBEHHOTO OnpeneeHus
(TTKO = 0,017%)

Not detected / He o6HapyxeHa

0.03% / 0,03%
Less than Limit of Detection (LOD =

0.015%) / Hike nipenena o6HapykeHUs
10 =0,015%)

0.08% /0,08%

0.2% /7 0,2%

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

b) Not more than 0.2 % / we Gonee 0,2
%

c) Not more than 0.2 % / xe 6onee 0,2
%

d) Not more than 0.2 % / ue 6onee 0,2
%

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

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

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

h) Not more than 2.0% /
He 6omee 2,0%

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBaHmsM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg o -
_M)’_KT [eTpnu® TabaeTku, TOKPBITHIE TUIGHOYHOH 0601104KOMH,10 M - |
Batch No/ B2301561 Batch Quantity / 687.600 KG /
Cepus Ne O6BeM napTun 687.600 KI"
Analytical Report No / 2002FP23001269 Date of Analysis / 13-05-2023
AHaJTHTHYeCKHii oTueT No JlaTta anajau3a
Date of Manufacture / 04/2023 Date of Expiry / 03/2026
JaTa mpou3BoacTBA Toaen oo

Analysis performed according ND / Anaans nposeaen o H/I: 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 / uzm. Ne 2 o1 07.10.2021)

' Ne  [Test/ Mokasatean Result / PesyabraTsl Specification / Hopma
8 Microbial limits /
MuxkpoGronorudeckas
YACTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / OGuiee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MHKPOOPTaHW3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6wee gucno |Menee 10 KOE/r
[IPOMOKEBBIX M TITECHEBBIX
rpuboB Shall be absent in 1g / OtcyrcTBue B 1
Absent in 1g / OTcyTcTBYeT B IT i3
c) E. coli
0 Assay / KonmnuectsenHoe 9.84 mg /9,84 mMr Each film coated tablet contains not
onpeselieHne less than 9.0 mg and not more than 11.0

mg  CyHysCIN,O3:2HCl  (cetirizine
dihydrochloride) per tablet / Ot 9,0 M1
mo 11,0 wmr G, H,sCIN,O;52HCI]
(UeTMpU3MHA  AUTHAPOXJIOpUA) B
TabneTKe.

10 Package / YnakoBka

11 Labeling / MapKI/IpEBKa

10 tablets in PVC/aluminum blister.

a carton. / TTo 10 TaGnetox B
[TBX/antoMuHueBoM Omucrepe. [1o

2 HamcTepa BMECTE ¢ MHCTPYKIHEN 110
MPHMEHEHHIO YITaKOBaHbI B TTAUKY
KapTOHHYO.

2 blisters and patient information leaflet in

10 tablets in PVC/aluminum blister. 2
or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.

ITo 10 Tabnetox B
[MBX/anromunnerom onuctepe. o 2
uny 3 Gnucrepa BMECTE C
WHCTPYKITHEH 10 TPUMEHEHUIO
yIMaKoBaHEI B MAYKy KapTOHHYIO.
Vmakoska  "in-bulk": Ilo 10
OIMCTEPOR TIOMEIAIOT B KAPTOHHYIO
kopobky. Ilo 252 kapToHHbIe
KOpOOKH TIOMEINAIOT B KapTOHHBIH
KopoO.

12 Storage conditions /
XpaHeHne

13 Shelf life / Cpoxk FOAHOCTH

AC(;rding_to ND / B COOTBETCTBHH C HJI

At temperature below 25 °C. / [lpu TeMn_e;gType ne Bpime 25 °C.

3 yea_rs /3 roma

Remarks : The Product confirms to ND/
ITpumeuanue: IlponykT coorBeTcTRYET TpeboBannsm HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO
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ELECTRONIC SIGNATURES
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