Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg
Npoaykr : 1leTpuH® TabNETKU, NOKPLIThIE [INIEHOYHON 0o6o0J104ykoii, 10 Mr
Batch No / : B2102620 Batch Quantity / 665.510 KG/
Cepus Ne - Oo6bem napTuu 665.510KI"
Analytical Report No / : 2002FP21001519 Date of Analysis / : 21-07-2021 o
AnanuTuiecknii oryer Ne JaTa anajusa
Date of Manufacture / : 07/2021 Date of Expiry / 06/2024
Jata npou3BoJcTBa T'ogen o

12.05.2020 / m3m. Ne 1 ot 12.05.2020)

Analysis performed according ND / Anasus nposeaex mo HJI: [IN013283/01-160919 (amend Ne 1 from

Ne _Test / Iloka3are/b

Result / PesyabraThi

1 Description / Onucanue

C
C

[35)

Identification by HPLC/
[ToanuHHOCTL

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrmsie
NBOSIKOBBITTYKJIbIE TabNeTKH,
IIEHOYHOH 00oj04Koi Genoro usera, ¢
puckoi
fionepeyHoM paszpese
LIBETA.

TMOKPBITHIC

cropode. Ha
— sgpo  6enoro

Ha  OJHOW

| 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. /
Kpyrable OBOAKOBBIIYKJIbIC TabJaETKMU,
[IOKpBITBIE  TJICHOYHON  o6onoukoii
Genoro unu moutu Oenoro upera, ¢
pUCKOii Ha onmHOW cropone. Ha
nomnepeyHoM paspese — aJpo or Genoro
Mo moutH 6eJioro 1Bera.

omplies as prescribed /
OOTBETCTBYET

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 ynepxuBaHHA OCHOBHOIO
MMKa Ha XpomaTorpamme
MCTILITYEMOTO  pacTBopa  JOJKHO
COOTBETCTBOBATH BpeMeHU
yIepKUBaHHS OCHOBHOIO MNUKa Ha
XxpomarorpaMme pacrsopa
cranjapTHoro obpasua leTUpH3uHA
CUIPOXJIOpHAA (pasnen
«KOJIMYeCTBEHHOE ONpEEIeHUE»). |

3 Average weight / Cpeanss
Macca

Water / Boza

191.4mg / 1914 mr

3.0% w/w / 3,0%

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (or 1853 mr no
196,7 mr)

Not more than 8.0% w/w /

He 6o0nee 8.0 %

5 Uniformity of dosage units
/ OIHOPONHOCTb
MO3MPOBAHUS

1.9/1,9

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazatens nmpuemieMoctu (AV)
noykeH ObiTh He Gosee 15,0.

Dissolution / PacTBopenne

100%, 98%, 97%, 98%, 100%, 101%

Not less than 80% (Q) of the
labeled amount of
C2]H25CIN203'2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He menee 80 % (Q) or

Remarks : The Product confirms to ND/
Ipumeuanune: Ilpoaykt coorBeTcTBYET TpeboBaHUsAM HJI

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
Ilpoaykr LleTpH® TabaeTKH, MOKPbITHIE MI€HOYHOH 0605104K0H, 10 Mr
Batch No/ : B2102620 Batch Quantity / 665.510 KG/
| Cepusi Ne O0bLem napTu 665.510 K"
Analytical Report No / : 2002FP21001519 Date of Analysis / 21-07-2021 o
AnasuTHueckuii oTyeT Ne |JaTa anaausa
Date of Manufacture / ¢ 07/2021 Date of Expiry / 06/2024
JaTta npousBoacTBa I'opgen go

12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Analysis performed according ND / Anaaus nposeaex no HI: I N013283/01-160919 (amend Ne 1 from

Ne !‘est /EOKafiaTeJlb

Result / Pe3yabTaThl

Specification / Hopma

7 |Impurities by HPLC/
POﬂCTBCHHLle NMpUMeECH
LETUPHA3UHA

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

d) Impurity D /
npumecs D

e) Impurity E /
npumecs E

f) Impurity F /
npumecs F

g) Any unspecified impurity

Jlto0as eqyHnyHas
HEUACHTUPULUPOBAHH
asi NPUMECh

h) Total impurities / Cymma
npuMeceit

Not detected / He oOHapysxena

Less than LOQ (LOQ=0.010%)

Not detected / He obHapyxeHa

Not detected / He obrapy»xeHa

0.04% / 0,04%

Not detected / He o6HapyxeHa

0.09% /0,09%

0.1%/0,1%

HOMWHAIIBHOTO coaepxaHus
C,1Hy5CIN,O5-2HCL (ueTupusuna
nurunpoxiopun) yepes 30 Mun.

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/

IIpumeuanue: ITpoaykr coorBercTBYeT TpeboBaHusaM HJ

Conclusion : APPROVED /
Zakmovenue: OJJOBPEHO
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Uncontrolled Copy

—Product

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

"+ Celrine film coated tablets, 10 mg
Hpoaykr : Ilerpun® TabNeTKHU, NOKPLIThIE IIEHOYHOH 0601104KO#, 10 Mr

Batch No / : B2102620 Batch Quantity / 665.510 KG/
Cepus Ne o O0Bem naprTum 665.510 K"
Analytical Report No / : 2002FP21001519 Date of Analysis / 21-07-2021
AHanuTHUYecKHiT oT4eT Ne - Jata anaJjuza

Date of Manufacture / : 07/2021 Date of Expiry / 06/2024

Jata nponsBoacrsa Toaen 10

Analysis performed according ND / Ananus nposeaen no HJI: ITN013283/01-160919 (amend Ne | from
12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Ne | Test/ IlokazaTeib Result / P_e3lebTaTbl Specification / Hopma
8 Microbial limits /
Mukpobuonorudyeckas
UHUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obuiee 4uciIo Menee 10 KOE/r He 6onee 1000 KOE/r
a’3pOoOHBIX MUKPOOPTaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6mee yncno Menee 10 KOE/r
IPOJOKEBDBIX U I1IECHEBBIX
rpubos Shall be absent in 1g / Otcyrtcraue B 1
Absent in 1g / OrcyTcTByer B IT r
 Beeoli N
9 Assay / KoymuecTBeHHOE | 9.83 mg /9,83 mMr Each film coated tablet contains not
onpeaeeHne less than 9.0 mg and not more than 11.0
mg  CyH,sCIN,O3:2HC1  (cetirizine
dihydrochloride) per tablet / Or 9,0 mrj
10 1 1,0 Mr C2|H25C1N203'2HC]
(uerupusrHa JUTHUAPOXIIOPU) B
| 1 R . e _[rabnetke. - -
10 Package / Ynakoeka 10 tablets in PV C/aluminum blister. 2 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet in a |or 3 blisters and patient information
carton. / [To 10 Tabnerox B leaflet in a carton. "In bulk" package:
[BX/amromunueBoM onucrepe. [To 2 10 blisters in a carton. 252 cartons in
OnrcTepa BMeECTe ¢ MHCTPYKUHMEH 1o master carton.
MPUMEHEHHMIO YIAKOBAHBI B MAYKYy / ITo 10 Tabnerok B
KapTOHHYIO. [1BX/antoMunnerom 6nuctepe. [1o 2
uiu 3 Gnucrepa BMeCTe ¢
HHCTPYKLMEH MO NPUMEHEHHIO
yNaKoBaHbl B [IAUKy KapTOHHY!IO.
Vnakogka  "in-bulk": Ilo 10
GnucTepoB MOMENAIOT B KAPTOHHYIO
kopobxy. Ilo 252 xapToHHbIe
KOpOOKM MOMEIIAKT B KapTOHHBIN
KOpoO.
11 Labeling / MapkupoBka According to ND / B coorBerctBuM ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / Ilpu temneparype He Bbliie 25 °C.
Xpanenue
13 Shelflife / C1501< rogHocTH 3 years_/ 3 roga R - i

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr cooTBeTcTBYET TpeboBaHusIM H]I

Conclusion : APPROVED /
3axkmoyenue: OJOBPEHO
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