Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg N
TpoaykT Herpnn® rabieriki, NOKpbiThic THIEHO9HON 06oi04Koi, 10 Mr -
Batch No / : B2203572 Batch Quantity / : 687.600 KG/
| Cepusn Ne O0beM napTum 687,600 KI'
Analytical Report No/ 2002FP22002292 Date of Analysis / 22-11-2022
| AHaauTHYecKHil oTueT Ne B Jarta aHatu3a .
Date of Manufacture / 10/2022 Date of Expiry / 09/2025
JaTa npoH3BOACTRA T'open o |

Analysis performed according ND / Auanus nposeaen no H: TI N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

i

| Test / TToxazaTenn

1 | Description / Oniicanve

Result / PesyabTaTnl
White coloured, round, biconvex film

Specification / Hopma

coated tablet with a breakline on one side.
White core on a cross section. / Kpyrmsle
NBOSKOBBINYKIIbIE TAONETKH, TMOKPBITHIC
MIeHOYHOH 06oJloukoii Genoro useTa, C
puckoift Ha  opmHoif  cTopome. Ha
MonepeyHoM paspese — sApo  Oernoro
uBeTa.

\mo noutu Genoro 1BeTa.

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyriele IBOSKOBBIMTYKIble TabneTKH,
MOKPLITLIE  TIIENTO'IION  060NM0YKOIiT
6enmoro win no4yru Oenoro uBera, ¢
pucko Ha oOHOW cropore. Ha
TIOITePeyHOM paszpese — AMPo OT HeJIoro

N7

Identification by HPLC/
[TopanHHOCTB

Average weight / Cpexrss
macca

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 ymepHBaHHA OCHOBHOTO
nKa Ha XpoMarorpaMme
WCIIBITYEMOTO ~ pacTBOpa  JOMKHO
COOTBETCTBOBATh BpeMeHH
yIepXKUBaHNA OCHOBHOTO TMHKa Ha
XpomarorpaMMe pacTeopa
cTaHzapTHoro obpasua UeTHpU3NHA
THAPOXTOpHAA (pasgen
«KonuvecTBeHHOE OTIpeIeNieHHe ).

189.6mg / 189,6 Mr

Water / Bona

Uniformity of dosage units
OnHopoaHOCTE
InO3MpOBaHNA

2.3% wiw /2,3%

~ [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 6oiee 8,0 %

3.6/3,6

The acceptance value (AV) should be
less than or equal to 15.0 /
[ToxazaTenn npuemaeMoctu (AV)
inoskeH OBITL He Gonee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3akaw4yenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Product : Cetrine film coated tablets, 10 mg

Mpopywr  : Llerpun® tabneTku, NOKpbITHIE IUIEHOYHOH 0607104KOM, | 0 MT )
Batch No / : B2203572 Batch Quantity / : 687.600 KG /
Cepust Ne B O0beM mapTun 687.600 KI"
Analytical Report No / ¢ 2002FP22002292 Date of Analysis / : o 22-11-2022
AHaauTHYecKHi oTyeT Ne Hdara anaausa

Date of Manufacture / ¢ 10/2022 Date of Expiry / 3 09/2025
[laTa npon3BoAcTBA ToacH o

Analysis performed according ND / Auaaus npogexen no HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

No Test / Hoka3zaTenan Result / Pe3yanTaThl | Specification / Hopma _

6 Dissolution / PacTBopenune 97%, 98%, 100%, 100%, 100%, 100% [Not less than 80% (Q) of the
labeled amount of
CZ[H25C1N203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /
[Ic wMchce 80 % (Q) or
HOMHHAIBHOTO cofepkaHns
C, HysCIN,O5-2HCI (netnpusuna

nurunpoxaopua) yepes 30 Mun.

7 | Impurities by HPLC/

Po/icTBEHHEIE TTPUMECH a) Not more than 0.2 % / ue Gosnee 0,2
LIETHPU3NHA %
a) Impurity A/ Less than LOQ (LOQ=0.019%) b) Not more than 0.2 % / ue Gonee 0,2
npuMecb A %
. Not detected / He o6Hapyxena
b) Impurity B / B Ic) Not more than 0.2 % / He Gonee 0,2
nmprMech B %
c) Impurity C/ Not detected / He o6HapyxkeHa
npumeck C d) Not more than 0.2 % / ue 6onee 0,2
%
) Impurity D / Not detected / He obHapyxeHa
npumeck D e) Not more than 0.2 % / He 6onee 0,2
 Tiputity 0.04% / 0,04% %
HELERALS f) Not more than 0.2 % / He 6onee 0,2
f) Impurity F / Not detected / He o6HapyxeHa %
npumeck F
g) Not more than 0.2% /
g) Any unspecified impurity He 6onee 0,2%
JIrobasa emuHuyHAS 0.09% /0,09%
[ HENICHTUYULIMPOBAHH h) Not more than 2.0% /
|| A IIPUMECH He 6onee 2,0%
h) Total impurities / Cymma
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IponykT cooTBeTcTBYET TpeboBanusam HJI 3axawuenue: OJJOBPEHO
WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJTU3A
Product Cetrine film coated tablets, 10 mg
Mpoayki Llerpun® Ta6J1eTKH, TOK[biThie TUIEHOYHOH 060J104K0M,10 MT
Batch No / : B2203572 Batch Quantity / 1 687.600 KG/
|Cepus Ne O06beM mapTum 687,600 KI"
Analytical Report No / 2002FP22002292 Date of Analysis / 22-11-2022
AHaauTHYEeCKHI oTueT Ne JIaTa aHaau3a e
Date of Manufacture / 10/2022 Date of Expiry / 09/2025
|JaTa npoussoacTea Togen no
Analysis performed according ND / Anaaus nposegen no HJI: ITTN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021) o
Ne | Test/ Mokasarean Result / PesyanTaThl - | Specification / Hopma
8 [Microbial limits /
iMnKpo6nonomquKaﬂ
YHCTOTA
a) Total aerobic microbial [Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obuiee yucio Menee 10 KOE/r He 6omee 1000 KOE/r
a3pOBHBIX MUKPOOPTAaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6imee uncno |[Menee 10 KOE/T
POMKEBBIX W TIECHEBBIX
rpuoB Shall be absent in 1g / Otcyrctaue B 1
/Absent in 1g / OtcyTcTBYeT B IT [
_ c) E. coli -
9 Assay / KondecTBeHHOC 9.94 mg /9,94 mr Each film coated tablet contains not
oIpesieNieHNe less than 9.0 mg and not more than 11.0
mg CyHysCIN,O3:2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
10 1 1,0 MT C21H25C1N203 ‘2HCI
(LeTUpU3MHA  OUTHAPOXJIOPHO) B
TabieTKe.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in |or 3 blisters and patient information
a carton. / [To 10 Tabnerok B leaflet in a carton. "In bulk" package:
[1BX/anromunauesoM 6imcrepe. Ilo 10 blisters in a carton. 252 cartons in
2 6nucTepa BMECTE C MHCTPYKUMEH o [master carton.
NMPUMEHEHHUIO YTTaKOBaHBbI B TIAYKY / Tlo 10 TabneTok B
KapTOHHYIO. [IBX/amomunneBom onmcrepe. [To 2
unu 3 Gnucrepa BMeCTe ©
WHCTpYKLIHEH 0 TIPUMEHEHNIO
yaKoBaHBI B TaYKy KapTOHHYTO.
Vmakoska  "in-bulk"™: Ilo 10
GIIACTEPOB MOMEILAIOT B KAPTOHHYTO
Kopobky. Ilo 252  xapToHHbIE
KOpPOOKH TIOMEWIAtOT B KapTOHHBIN
- Kopo®. -
11 Labeling / MapkupoBka According to ND / B cooteercTBun ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / TIpn Temnepatype He Bhile 25 °C.
XpaHeHue
13 |Shelflife / Cpox rogHocT 3 yearsﬁrona h

Remarks : The Product confirms to ND/
pumedanne: IIpoaykT coorBeTcTBYET TpeboBanmam HJI

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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