Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg ]
Ilpoaykr LleTpuu® TabeTku, IOKPbITLIE NIIEHOYHOH 060104KO0#, 10 Mr
Batch No / : B2200552 Batch Quantity / 687.600 KG /
Cepust Ne i B O0beM napTHu 687,600 KT" |
Analytical Report No / 2002FP22000401 Date of Analysis / : 27-02-2022
AHaauTHYecknii oTyet Ne JlaTa anaaum3a |
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
JlaTa npou3BoACTBA [oaen 10

Analysis performed according ND / Anaauns nposeaed o H/I: [1N013283/01-160919 (amend Ne 1 from

12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

N _Test_/ IToka3aTe/b

1 Description / Onmncanue

Result / Pe3ybTaThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrable
TBOSIKOBBIIYKJIBIC TaONETKM, MOKPBITHIE
rneHounolt obosoukoii Genoro 1BeTa, C

puckoii Ha  OOHOH  CTOpOHE. Ha
MomepeyHoM paspese — sapo Oenoro
LBETA.

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. /
Kpyrnsle ABOAKOBBIMYKIbIe TabiaeTKy,
[OKPBITBIE  IUIEHOYHOH  000n04Koii
Genoro wnu noutd Oeyoro IBera, ¢
puckoii Ha omHoH cropoHe. Ha
nornepevyHoM paspese — AApo OT Henoro
1o moutn Oenoro 1BeTa.

2 Identification by HPLC/
[ToaMMHHOCTD

3 Average weight / Cpe/usia
Macca

4 Water / Bo;l;

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). /

Bpems ynepxuBaHMsS OCHOBHOTO
uKa Ha XpoMaTorpamMmme
HCMLITYEMOTO  pacTBoOpa  JIOJDKHO
COOTBETCTBOBAaTH BPEMCHH
yllep)KUBaHUsA OCHOBHOI'O MHKa Ha
XpoMaTorpamme pacteopa
cTangaprHoro obpasiia UETHPU3MHA
TUPOXJIOpUAa (pazmen
«Konu4ecTBeHHOE ONPEAEICHUEY).

 190.1mg / 190,1 mr

191.0 mg £ 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 1853 ™Mr no
196,7 mr)

3.4% w/w / 3,4%

5 Uniformity of dosage units
/ OmHOPOIHOCTD
NO3MPOBaHUS

32/3,2

6 Dissolution / PacTBopenue

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

Not more than 8.0% w/w /

He 60i1ee 8.0 % ]
The acceptance value (AV) should be
less than or equal to 15.0 /

[Tokasatenp npuemneMocty (AV)
imospkeH ObITh He 6onee 15,0. ]
Not less than 80% (Q) of the
labeled amount of
C,;H,5CIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He meHee

80 % OT

(Q

Remarks : The Product confirms to ND/
MNpumeyanue: [IpoaykT coorBercrByeT TpeboBanusam HJ

Conclusion : APPROVED /
3akmouyenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg ) B
IIpoaykT LlerpuH® TabICTKH, NOKPHITHIE TJIEHOUHOH 060,104K0#, 10 MP -
Batch No/ : B2200552 Batch Quantity / 687.600KG/ "
Cepust Ne O61em napTun 687,600 KI' -
Analytical Report No / 2002FP22000401 Date of Analysis / 27-02-2022
AnaguTuyeckuii oTuyer No - JlaTa aHa/u3a |
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
JlaTa NpoH3BOACTBA I'ogex a0 |

Analysis performed according ND / Anaan3 nposeaen no HJI: [1N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3am. Ne 2 or 07.10.2021)

a) Impurity A /
npuMech A
b) Impurity B /
npumecs B
c) Impurity C /
npumech C
d) Impurity D /
npumecs D

e) Impurity E /
npumech E

f) Impurity F /

h) Total impurities / Cymma
npumecei

Not detected / He o6napy»xena

Not detected / He obnapy>xena

Not detected / He obuapyeHa

Less than LOQ (LOQ=0.003%)

0.03% / 0,03%

Not detected / He oOHapy»xeHa

0.2%/0,2%

Ne | Test/ IlokasaTenn Result / PesyabTaTbl | Specification / Hopma
HOMMHAJIFHOT'O coaepxaHus -]
C1H,5CIN,05-2HCI (uetupusuna
- aurdapoxyopua) yepes 30 MuH.
7 Impurities by HPLC/
PopcTBeHHBIE TPUMECH a) Not more than 0.2 % / "e 6onee 0,2
LeTUpU3NHA %

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

c) Not more than 0.2 % / e 6omnee 0,2
%

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

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

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

npumecs F
g) Not more than 0.2% /
g) Any unspecified impurity He 6omee 0,2%
0
JIro6as eJUHUYHAS 0.10% / 0,10%
HeHACHTUQUIIUPOBAHH h) Not more than 2.0% /
as1 IpUMECh He 6onee 2,0%

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Remarks : The Product confirms to ND/
Ipumeuanue: Iponykr coorBeTcTBYET TpeboBanuam HJL
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A

Product Cetrine film coated tablets, 10 mg

IlpoaykT LleTpuH® TabneTku, HOKPbITHIE MIEHOYHOH 00010UKO#H, 10 MI |
Batch No / : B2200552 Batch Quantity / 687.600 KG/

|Cepust Ne - - O06Bbem napriiu 687,600 KI'

Analytical Report No / 2002FP22000401 Date of Analysis / 27-02-2022
AHajJuTH4eckuii oTyeT Ne B Jara ana/insza

Date of Manufacture / 02/2022 Date of Expiry / 01/2025

JlaTa npou3BOACTBA Topen o i

Analysis performed according ND / Anaaus nposeaen no HJI: [1N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 or 07.10.2021)

Ne  |Test/ Hoxasatenn Result / PesyabTaThbl | Specification / Hopma __
8  |Microbial limits / )
Mukpobuonorunyeckas
4HUCTOTA
a) Total acrobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / O61ee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOoBGHBIX MUKPOOPraHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |[Less than 10 CFU/g/ He Gonee 100 KOE/r
mould count / O6mee uncno [Menee 10 KOE/r
IPONOKEBBIX M TIECHEBBIX
rpu6oB Shall be absent in 1g / OTcyrcraue B 1
Absent in 1g / OtcyTcrByer B 1T r
c) E. coli
9 Assay / KoaudecTBennoe 9.88 mg /9,88 mr [Each film coated tablet contains not
onpeneneHue less than 9.0 mg and not more than 11.0
mg C, HysCIN,O5-2HCl  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr]
00 1 1,0 Mr C21H25C1N203'2HC]
(ueTMpu3vHa ~ AUTHAPOXJIOPUI) B
TabJleTKe. - ]
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. / Ilo 10 Ta6ieTok B leaflet in a carton. "In bulk" package:
[1BX/amomunneBoM Gnucrepe. Ilo 10 blisters in a carton. 252 cartons in
2 Gnuctepa BMeCTe ¢ UHCTpyKLHUel o |master carton.
IPUMEHEHMIO YITAKOBAHBI B MAYKY / Ho 10 TabneTok B
KapTOHHYIO. [IBX/amomunueBoM 6auctepe. I1o 2
unu 3 6auctepa BMECTE €
HHCTPYKIIUEH M0 NPUMEHEHHIO
yIaKoBaHbI B Ma4Ky KapTOHHYIO.
Vnakoska  "in-bulk": Ilo 10
OIKMCTEPOB MOMELIAIOT B KAPTOHHYIO
kopobky. Ilo 252  KapTOHHBIE
KOpOOKM MOMEIAalOT B KapTOHHBIH
| Kopob.
11 Labeling / MapkupoBka According to ND / B coorserctBuu ¢ HJ|
12 Storage conditions / At temperature below 25 °C. / [1pu Temneparype He Boiule 25 °C. ]
XpaHeHue
13 Shelf life / Cpok rogsoctu |3 years / 3 rona .

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoayxt coorBeTcTBYeT TpeboBaHusM HJL

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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