CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
MpoaykT eTprH® TabNeTKN, MOKPBITHIE MIIEHOUHO 060s104K0#, 10 MI i
Batch No/ : B2103400 Batch Quantity / 190.000 KG /
Cepus Ne o O6Bem napTHM 190,000 K" B
Analytical Report No / : 2002FP21001912 Date of Analysis / 22-09-2021 sl
AHAJUTHYECKHIT oTUeT Ne JaTta anaausa
Date of Manufacture / : 08/2021 Date of Expiry / 07/2024
Jara npousBoacTBa I'opnen mo

Analysis performed according ND / Anasuus nposegen no HI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020)

Specification / Hopma

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, /
Kpyriibie DBOSIKOBBIMTYKITBIE TaONETKH,
MOKpBLITEIC  TUIEHOYHOH  000J104KOi
Genoro WM TIOYTH OeNloro mBera, ¢
puckoit Ha omHoll crTopoHe. Ha
nonepevyHoM paspese — sapo oT 6enoro
o TouTH 6eToro 1BeTa.

/ OnHOpOIHOCTD
TO3RPOBAHNA

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). /

Bpemss ymepkWBaHUSA OCHOBHOTO
MuKa Ha XpoMarorpaMMe
MCTILITYEMOT'O0  pacTBOpa  HOJBKHO
COOTBETCTBOBATD BpeMEHH
yIAep)KHBAaHU OCHOBHOIO MHKa Ha
XpoMaTorpaMmme pacTBopa
cTaHmapTHOTO obpasla MEeTHPH3NHA
rugpoxiopyaa (pazpen

[«KonnuecTBeHHOE ONpenenenuen).

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 Mmr = 3,0% (ot 185,3 Mr 1o
196,7 MT)

Not more than 8.0% w/w /
He 6onee 8.0 %

Ne  |Test/okazaTens Result / PesyabTaTbl
White coloured, round, biconvex film
1 Description / Onucanue coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisle
TBOSKOBBINTYKITBIE TAONETKH, MOKPLITHIE
MIeHOYHOU o06omouKoif Oenoro LBera, ¢
puckoit Ha omHoi  cropoHe. Ha
morepedHoM paspese — sAmpo  Genoro
uBeTA.
2 Identification by HPLC/ 'Complies as prescribed /
[HopmHHOCTH CooTBETCTBYET
3 Average weight / Cpennss 190.7mg / 190,7 mr
Macca
4 Water / Boma 3.2% wiw / 3,2%
5 Uniformity of dosage units 1.9/1,9 o

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokasatens puemaemMocT (AV)
nokeH OLITE He Gomee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanne: JTponykr coorseTcTBYET TpeboanuaM HJL

Conclusion : APPROVED /
3awmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
IMpoaykTt LerprH® TabNeTKH, TOKPBITEIE TUTCHOYHOH 060109K0M,10 MT _
Batch No / : B2103400 Batch Quantity / 190.000 KG /
Cepug Ne O6beM napTuu 190,000 KI"
Analytical Report No / 2002FP21001912 Date of Analysis / 22-09-2021
AHaJMUTHYECKHI oTyeT No JlaTa ananusa
Date of Manufacture / : 08/2021 Date of Expiry / 07/2024
JaTa nponsBoAcTBa Tonen no

12.05.2020 / m3M. Ne 1 ot 12.05.2020)

Analysis performed according ND / Anauns uposesed mo H: TIN013283/01-160919 (amend Ne 1 from

6 Dissolution / PactBopenue

Ne Test / Ilokazatean

Result / l_’e3y.ﬂbTa'Fbl

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

Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C,;H,5sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He MeHee % (Q) or
HOMMHANLHOTO comepKanus
C,H,5CIN,O5-2HCI (netnpusnna
nuruapoxsopun) yepes 30 MuH.

80

7 Impurities by HPLC/

PopcrBeHHbBIE IpUMECH
LIETUPH3VHA

a) Impurity A /

npuMech A (LOD=0.005%)

b) Impurity B /
npumecs B
c) Impurity C/
npumeck C

d) Impurity D /
npumMech D

0.04% / 0,04%
‘e) Impurity E / |
[mpumecs E

f) Impurity F /
npumecs F

g) Any unspecified impurity

JIrobas exnuuuHas
HenaeHTUUIIMPOBAHH
ast TIPUMECH

0.11%/0,11%

h) Total impurities / Cymma

npumeceit 0.3% /0,3%

Less than Limit of Detection

Not detected / He obHapysxena
Not detected / He o6HapyxkcHa

Less than LOQ (LOQ=0.003%)

Not detected / He oOHapyxeHa

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

b) Not more than 0.2 % / He 6oiee 0,2
%

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

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

e) Not more than 0.2 % / ue G6onee 0,2
%

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

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

h) Not more than 2.0% /
He 60iee 2,0%

Remarks : The Product confirms to ND/

IMpumeuanue: [TponyKT cooTBeTCTRYET TpeboBaunsam HJI

Conclusion : APPROVED /
3axkmwouenue: OJOLPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Mpoaykr LeTpun® TabieTku, MOKpEITEE MIIeHOYHON 0605109K0i#, 10 MI B
Batch No / : B2103400 Batch Quantity / 190.000 KG /
Cepus Ne O0LeM mapTuu 190,000 K" ]
Analytical Report No / 2002FP21001912 Date of Analysis / 22-09-2021
AHAJIUTHYECKHIT oTueT No . JlaTa aHaJu3a -
Date of Manufacture / : 08/2021 Date of Expiry / 07/2024
JlaTa MpoU3BOACTBA T'ogen no
Analysis performed according ND / Anasnns nposeuen uo HJ: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / n3m. Ne 1 or 12.05.2020)
Ne [Test/ Mokasarenr Result / PesyibTatel | Specification / Hopma
8 Microbial limits /
[Mukpo6uonomqecxaﬂ
qUCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1ee uncio 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 / O6iee yuciio  |Menee 10 KOE/r
IPOXKIKEBBIX W TUIECHEBBIX
rpubos Shall be absent in 1g / Orcytcraue B 1
Absent in 1g / OrcytcTByeT B IT r
| c) E. coli
9 Assay / KonnuecTBeHHOE 9.94 mg /9,94 mr Each film coated tablet contains not
oTipefienieHne less than 9.0 mg and not more than 11.0
mg C;Hy;sCIN,O3-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
10 11 ,0 MTr C21H25C1N203'2HC]
(ueTWpU3MHA  AWUTHAPOXJIOPHLR) B
- - TalneTke. ]
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 2 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet in a |or 3 blisters and patient information
carton. / Tlo 10 TabGneTok B leaflet in a carton. "In bulk" package:
[IBX/amomMunueBom 6mmucrepe. 1To 2 10 blisters in a carton. 252 cartons in
onucTepa BMECTe ¢ MHCTPYKIMe 1o master carton.
NPUMEHEHNIO YITaKOBAHBI B MAYKY / ITo 10 TabneTok B
KapTOHHYIO. [MIBX/amromunneBom omctepe. ITo 2
unu 3 6iicrepa BMecTe ©
MHCTPYKLHEH TI0 IPUMEHCHHIO
YITaKOBaHEI B TAYKY KapTOHHYFO.
Vnakoska  "in-bulk": 1Jo 10
6ITUCTEPOB TTOMEIIAIOT B KAPTOHHYIO
kopoboky. Ilo 252 kapToHHBIE
[KOpOOKM TMOMEIaoT B KapTOHHBIA
KopoG.
11 Labeling / Mapxupogka According to ND / B cootBercTeum ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / TTpu Temnepatrype He Beie 25 °C.
XpaHeHue
13 |Shelflife / Cpok ronnoct B3 years/3 roma -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanusM HJ[ 3axmouyenne: OJIOBPEHO
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