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Product : Cetrine film coated tablets, 10 mg ) ]
MpopykT : LleTprH® TabneTku, NoKphITbie NEHOYHON 060M04KOM, 10 Mr -
Batch No / : B2100092 Batch Quantity / : 673.010 KG/
'Cepus Ne O6beM napTum 673,010 KI"
Analytical Report No/  : 2002FP21000114 Date of Analysis / 1 27/01/2021
AHanuTuyeckuit oTuer Hata aHanusa
Ne
Date of Manufacture / : 01/2021 Date of Expiry / 1 12/2023
‘dara npoussoacTBa MNoped oo

_Analysis performed according ND / AHanus npoBen
_from 12.05.2020 / uam. Ne 1 ot 12.05.2020)

eH no HA: M N013283/01-160919 (amend Ne 1

' Ne | Test / MokasaTtens

Result/ Peayn bTaThbl

|1 ‘ Description / Onuncanue Complies as prescribed /
' CootsetcTByeT TpeGoBaHMAM
I !
| |
2 Identification by HPLC/ Complies as prescribed /
MoannHHoCTL CootBeTcTByeET
|
]
| |
3 Average weight /EpeAHﬂﬂ Mmacca 193.7mg / 193,7 mr
4 | Dissolution / PacTeopeHue 97%, 99%, 97%,
| 98%, 98%, 97%
|

| 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. / Kpyrnble|
[BOAKOBBINYKMble 1abneTKu, MNoKpbIThle
nneHo4Hon obonodkoih Genoro unu
noutn 6enoro LBeTa, C PUCKOI Ha o4HON|
cTopoHe. Ha nonepeyHom paspese —i
ifapo ot 6enoro Ao nouty 6eroro UeeTa.
| 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
ichromatogram of sparfloxacin
reference standard solution (section
Assay). /

Bpemsa yaepknBaHus OCHOBHOrO nuka
Ha  XpomaTorpamme  MCMbITYEMOro
lpacTBopa [JOMKHO COOTBETCTBOBATH
BPEMEHN YAEPXKUBAHWS OCHOBHOMO
nuKka Ha XxpomaTorpamme pacTsopa
lctaHgapTHOro ofpasiia UeTupusnHa
ruwapoxnopuga (pasgen
(«KonnyecTBeHHOE onpeieneHner). 1
191.0 mg + 3.0% (185.3 mg-196.7 mg) |
1810 mr £+ 3,0% (ot 1853 wmr pgo
196,7 mr) |
Not less than 80% (Q) of the labeled
amount of C21H25CIN203-2HCI
(cetirizine dihydrochloride) is
dissolved in 30 minutes /

He wmeree 80 % (Q) or
HOMMWHanbHOro conepkatns

Remarks : The Product confirms to ND/
Mpumeyanue: MpofykT cooTBeTCTBYET TPeBoBaHUAM HO

Conclusion : APPROVED /
3akntoyeHune: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

[aTa: 27/01/2021

MoaroTosneHo; t g _ [MposepeHo: A/_ Opobpero: MeHenxep / PykoBogutens
A
Date / Date / Date/ - ‘

Hata: 27/01/2021

HaTta: 27/01/2021
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Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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(Product : Cetrine film coated tablets, 10 mg
Npoaykr : LleTpuH® TabneTku, NoKpsIThie NieHOYHON 060004K0i1, 10 Mr |
Batch No / : B2100092 Batch Quantity / 1 673.010 KG/
Cepusa Ne - - O6wem naptum 673,010 K"
Analytical Report No/  : 2002FP21000114 Date of Analysis / 1 27/01/2021
AHanuTuyeckum otyert Hata aHanusa
Ne
Date of Manufacture / : 01/2021 Date of Expiry / 1 12/2023
Hara npoussoacTea Mopgex no

Analysis performed according ND / Ananu3a npoBegeH no HA: M N013283/01-160919 (amend Ne 1

from 12.05.2020 / nam. Ne 1 ot 12.05.2020)

‘__NQ | Test / NokasaTenb 'Result / PeaynbTatbl | Specification / Hopma .
| C21H25CIN203:2HCI  (ueTupuaunHa |
i | - auryapoxnopug) vepes 30 MuH. |
5 Impurities by HPLC/ i
| PoacTBeHHbIE npumeck
LeTupmanHa
‘ . Less than Limit of Detection @) Not more than 0.2 % / He 6onee 0,2 |
| a) Impurity A / (LOD=0.005%) Yo |
|npmmer A |
i 'b) Impurity B / Ay _:E) Not more than 0.2 % / He Bonee 0,2 |
e 0 ./o
' npumecs B |
- c) Impurity C / | ic) Not more than 0.2 % / ve 6onee 0,2 %)
i npumecs C 0.06% ' !

d) Impurity D / |

i 0,
Inpumeck D Not detected / He oGHapyxeHa E_g() Not more than 0.2 % / He Gonee 0,2
1]
e) Impurity E / o o
npumecs E P:05% /0,05% e) Not more than 0.2 % / He 6onee 0,2 ‘

Less than Limit of Detection % |

f) Impurity F /
Jmpurity (LOD=0.015%)

npumeck F

|
ig) Any unspecified impurity 0.06% /0,06% g) Not more than 0.2% /

He 6onee 0,2% I

f) Not more than 0.2 % / He Bonee 0,2 % ‘

I! Jloban equHnYHan

HewgeHTnduynpoBaHHasn
inpvnvlecn: ‘
h) Total impurities / Cymma 0.20 0
npumeceit 0.2% 10,2% h) Not more than 2.0% /
| He 6onee 2,0% |

6 | Water / Boaa o 3.1% wiw /3,1% 'Not more than 8.0% wiw / ‘
He Gonee 8,0 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Npumeyanue: MpoaykT cootseTcTBYET TPEBOBaHUAM H/] 3akntodenune: OOOBPEHO |
Prepared by / Checked by / Approved by: Manager/Executive /
MNoaroToeneKo: l#\ MNposepeHo: /é\ OpobpeHo: Meregxep / PykoBoantens
Ry - A
i/
Date / Date / Date / -
| [aTa: 27/01/2021 Hata: 27/01/2021 Oata: 27/01/2021
! ' { { ! ’
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Product Cetrine film coated tablets, 10 mg
Mpoaykr LieTpuH® TabneTku, NOKpbITbIE NNEHOYHON 060M104KoN, 10 Mr
Batch No / : B2100092 Batch Quantity / : 673.010 KG/
Cepus Ne i O6nem napTum 673,010 KI' -
Analytical Report No/  : 2002FP21000114 Date of Analysis / 1 27/01/2021
AHanuTuueckui otuer Dara aHanusa
No
Date of Manufacture / 1 01/2021 Date of Expiry / 1 12/2023
Hara npousBogcrea lNopen go B

Analysis performed according ND / AHanu3s nposeaex no HII: M N013283/01-160919 (amend Ne 1

from 12.05.2020 / nam. Ne 1 ot 12.05.2020) ]

N2 | Test/ MokasaTtensb

7 Microbial limits /
Mukpobuonoruueckas uncrorta

a) Total aerobic microbial count /

‘ ObLee uncno aspobHbIx

| MWKPOOPraHn3moB

Result / PeszynbTathl

Less than 10 CFU/g /
Menee 10 KOE/T

b) Total combined yeasts and

| mould count / O6wee yucno

| IAPONCKEBBIX U NIIECHEBLIX rpubos

Less than 10 CFU/g /

F) E. coli Menee 10 KOE/r
| .
| |
8 'Uniformity of dosage units 72172
/ OfHOPOAHOCTL
’LIUSMpOBaHVIﬂ
9 | Assay / KonuyecTseHHoe 9.96 mg/ 9,96 mr
onpeaeneHne

Specification / Hopma |

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

| Absent in 1g / OtcyTtcreyet B 1r |Shall be absent in 1g/ OtcytctBreB 11

The acceptance value (AV) should be
less than or equal to 15.0 / lNokazaTensb
npuemnemoctu (AV) gomkeH BbITb He
Boree 15,0.

Each film coated tablet contains not less
than 9.0 mg and not more than 11.0 mg'
C21H25CIN203 2HC| (cetirizine
dihydrochloride) per tablet / Ot 9,0 Mr go
11,0 Mr C21H25CIN203-2HCI (LeTupuanuHa

fAnrnapoxnopug) B Tabnetke. |

Remarks : The Product confirms to ND/
Mpumeyanue: [poaykT cooTBeTCTBYET TPeboBaHuam HJ

Conclusion : APPROVED /
3aknouveHue: OQOBPEHO

Prepared by / Checked by /
MoaroToBneHo: EE/ MpoBepeHo: A

Approved by: Manager/Executive /
OpobpeHo: MeHeaxep / Pykooantens

Date /
Hata: 27/01/2021

Date /
Hata: 27/01/2021

A

Date /
HaTta: 27/01/2021

1
i L] i

’ )]
L]
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Product Cetrine film coated tablets, 10 mg
Mpoaykr LleTpuH® TabneTku, NOKPbITbIE NIEHOYHON 060N0YKOA, 10 Mr N
Batch No / : B2100092 Batch Quantity / : 673.010 KG /
Cepusn Neo - - O6bem naptum 673,010 KI'
Analytical Report No/  : 2002FP21000114 Date of Analysis/  : 27/01/2021
AHanuTuyeckumn otTyer HaTa ananusa
Ne
Date of Manufacture / : 01/2021 Date of Expiry / : 12/2023
Harta npousBoacrea - loaen oo

Analysis performed according ND / Ananua nposeaen no H: M N013283/01-160919 (amend Ne 1

from 12.05.2020 / nsm. Ne 1 ot 12.05.2020) -

Ne  |Test/ Mokasatens
10 Package / Ynakoska

Result/ Pesynbrathl
10 tablets in PVC/aluminum

; Specification / Hopma _
10 tablets in PVC/aluminum blister. 2 or
13 blisters and patient information leaflet

information leaflet in a carton. / in a carton. "In bulk” package: 10 blisters

‘ blister. 3 blisters and patient

Mo 10 TabneTtok B

in a carton. 252 cartons in master carton.

NBX/antomnHnesom Bnvctepe. |/ Mo 10 Tabnetok B MBX/antomMuHuesom |

Mo 3 6nuctepa BmecTe ¢
WHCTPYKLWEN MO NPUMEHEHUIO  [C MHCTPYKUWUER NO NPYMEHEHMo |

‘GnMCTepe. Mo 2 nnu 3 BnucTepa smecTe |

ynaxkoBaHbl B Na4YKy KapTOHHYIO. :y‘l'laKOEaHbl B NaYKy KapTOHHYIO.

11 ',_'Labeling/_MapKMpOBKa_ R

12 Storage conditions /
i XpaHetue _
13 | Shelf life / Cpok rogHocTn 3 years / 3roga

At temperature below 25 °C. / Mpu TemnepaType He Bbiwe 25 °C,

[Ynakoeka "in-bulk": Mo 10 6nuctepos
NOMELLAIOT B KAPTOHHYO KOPOBKy. Mo
252 KapTOHHbIe KOpPOOKM NoMeLLarT B
KaPTOHHbIA KopoB.

_According to ND / B cooteetcTaum ¢ Hf

Remarks : The Product confirms to ND/
MNpumevanue: MpoaykT cooTseTCTBYET TPEGOBAHNAM HO

Conclusion : APPROVED /
3aknioveHue: OQOBPEHO

Prepared by / Checked by /
MoaroToBneHo:; {g% / MpoeepeHo: A"

Approved by: Manager/Executive [
OpnobpeHo: Merenxep / PykoBoguTenb

%,

Ay

Date / Date /
Hata: 27/01/2021 Oara: 27/01/2021

Date / o
Oata: 27/01/2021
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