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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJTI3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HA0yxann®, Tabaerkn, MOKPBITLIE NICHOYHOM 06010uK0M, 400Mr + 325Mr

Batch No / Cepusi Ne : V2201754

Batch Quantity / O6bem napruu : 7767Kg

040001638017,890001613269

Analytical Report No / Ananutuuecknii oTuer Ne ;

Date of Analysis / Jlata ananusa: 12.09.2022

|Date of Manufacture / Jlata npousBogcTBa : Aug-2022

Date of Expiry / Cpok rogsocTu July-2027

Analysis performed according ND / Ananus npoBenen mo
[06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne

HJL: TIN011252/01-110717 (amend Ne 1 from
| or 06.09.20£ u3M. Ne 2 ot 23.09.2019)

S. Test Resuit Specification —{
No
1 'Description / Onucanue [Capsule-like orange-coloured|Capsule-like orange-coloured film-
film-coated one-side scored|coated one-side scored tablets;
tablets; on cross section- white to off-white
on cross section- white core /[core /| TabneTku KancynosBugHowm
Tabnetku KancynoBuaHON | hopMbl,  MOKPLITBIE  MNIEHOYHOI
dopmbl, MOKPLITLIE | 0BOMOYKOA  OpaHXeBoro LBeTa, ¢
NNeHoYHol 060r104KO [pUCKON  Ha  OaHOI CTOpOHe; Ha
OpaHXeBoro LseTa, C PUCKOM |MonepeyHoM paspese - sAgpo
J Ha ofHOM  cTopoHe;  Ha|6enoro unm NoyTy Genoro useTa
ronepeyHoMm paspese — s4po
6enoro uUBeTa
|
L J

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumevanue: Mpoaykr cootsercTryeT Tpebopanuam H][ | 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToaroroeneHo: IIposepeno: Pardeep Kumar Ono6peHo: Menemxep /

Ankit ), P PykoBomurens ; Amit Kumar

(A = A
-/
Print Date: Print Date: Print Date;
Hara: 12.09.2022 Mara:12.09.2022 Hara: 12.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
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CEPTUD®HKAT AHAJIH3A

Product : Ibucinjilﬁ-coated tablets 400 mg + 325 mg B
Hoykamu®, Ta0JIETKH, NOKPBITHIC MIEHOYHO o6oso4uxoii, 400mr + 325mr

Batch No / Cepust Ne : V2201754 Batch Quantity / O6nem naprun : 776.0Kg
Analytical Report No / Ananurnyecknii oT4der Ne : Date of Analysis / JaTa ananuza: 12.09.2022

040001638017,890001613269
Date of Manufacture / Jlata pomsBoacrsa : Aug-2022 | Date of Expiry / Cpox rognocru :July-2027

Analysis performed according ND / AHaau3 nposesen no HJ: TINO011252/01-110717 (amend No | from
06.09.2ﬂ8£nﬂd&2£o&23._09.2_01&43m. Ne | 071 06.09.2018, u3M, Ne 2 oT 23.09.2019)

_— e |

[ 2 Identification / a) Complies as prescribed/ |The retention time of the main peaks
MoanvHHocTL B cootBeTcTBUM C on the chromatogram of the test
onucanuem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa yapepxwusaHus ocHoBHbIX
N1KoB Ha XpomaTorpamme
UCNbITyemoro pacteopa  AOMKHbI
I COOTBETCTBOBATL BpemeHam
yOEpXUBaHUA NUKOB Ha
r XpoMaTorpamme pacTteopa

CTaHA4apTHbIX obpasuos
nbynpocbeHa u napatetamona
} (pasgen «KonnuectserHoe
J

L onpedeneHuer)

Average weight and 973.5 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg + 3,0 %) /

CpepHsisa macca u OT 940,9 wr go 9991 wmr
OAHOPOAHOCTL MO (970,0 Mr + 3,0 %)

Macce

3

18/20 tablets — NMT + 5% /

Complies /cooTBeTCTRUM C 18/20 Tabnetok — He Gosiee + 5 %
2/20 tablets — NMT + 10% /

[ 2/20 TabneTok — He Gonee + 10 % N

Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumeuane: Ipoaykr cootserctryer TpedoBannam HJT | 3akmoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotosneHo: IIposepeHo: Pardeep Kumar Onobpeno: Menemxep /

Ankit @ p Pykooaurens :Amit Kumar
= J&b \—

N

Print Date: Print Date: Print Date:
Hara: 12.09.2022 Mata:12.09.2022 Hara: 12.09.2022
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTH®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg+325mg
Hoyxknma®, Ta0JI€TKH, NOKPBLITBIE IIEHOYHOIH 00607104K0it, 400mr + 325mr

Batch No / Cepust Ne : V2201754

040001638017,890001613269

Analytical Report No / Ananutnyeckuii oruer No :

Date of Analysis / Jlata anannsa: 12.09.2022

Date of Manufacture / lata OPou3BOACTBA : Aug-2022

Date of Expiry / Cpok roguocrn :July-2027

Analysis performed according ND / Ananus NPOBeJeH 1o
O6.O9.2018._am_er@9ifro_m 23.09.2019/ u3m. Ne

HA: TIN011252/01-110717 (amend Ne | from
1 0706.09.2018, w3m. Ne 2 ot 23.09.2019) |

e ——————

|

Batch Quantity / O6nem napruu : 776.0Kg

[ 4 Disintegration /
Pacnanaemocts

—

08 minutes 22 seconds

Not more than 30 minutes /
He 6onee 30 MuH

S |Dissolution /
PacTeoperue

|

95% - 98%

98% - 99%

NLT 70% (Q) C13H150, (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) Ci3H40,
(WGynpodbeH) yepes 30 MuH

NLT 70% Q) CsHgNO,
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHgNO,
(napaueTamon) yepes 30 MuH

’»6 IReIated substances /
PoncreeHHble npumecu

0.04%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
noynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHobeHon (npumecs
napaueTamona) — He 6onee 0,005%

7 |Water/Boga
I

1.6%

Not more than 5.0% /
He 6onee 5,0 % J

Remarks : The Product conforms to ND/
Upumeuanne: Mpoaykr COOTBETCTByeT TpehoBaHUsIM H]T

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hara: 12.09.2022

Jara:12.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: IIpoeepeno: Pardeep Kumar Onobpeno: Menemxep /

Ankit . ‘ Pykoropurens :Amit Kumar

Print Date: Print Date; Print Date:

Hara: 12.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTH®HKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg

Hoykaun®, tabaerku, nox

Batch No / Cepusi Ne : V2201754

PBITLIE NUIEHOYHOH 000104K0i, 400Mr + 325Mmr

'Batch Quantity / OﬁLeMTaann : 776.0Kg

040001638017,890001613269

Analytical Report No / AHanuTH4ecKkuii oTaer No :

Date of Analysis / Jlata ananunza: 12.09.2022

Date of Manufacture / JlaTta Npon3BoOACTBA : Aug-2022
Analysis performed according ND / Anaaus npoBesen no
06.09.201 8,@@1\{9_2@ 23.09.2019/ n3m. Ne

Date of Expiry / Cpok rogsoctn July-2027

HJI: TIN011252/01-110717 (amend Ne 1 from
1£06.09.2M, u3M. Ne 2 ot 23.09.2019)

[ *8 [Microbial limits /
Mukpoburonoruueckas
yncToTa

a) Total aerobic
microbial count /
Obwee yncno
a3pobHbIX
MUKpOOpraHusmos

b) Total combined
yeasts and mould
count / Obiwee yucno
OPOXCKEBBIX U
NnnecHesbIX rpnbos

c) E. coli

|

Less than 10 CFU/g /
Meree 10 KOE/r

Less than 5 CFU/g /
MeHee 5 KOE/r

Absent / Oteytctayet

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

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

Shall be absent in 1g / OtcytcTBre B
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [poaykr cootsercrayer TpeboBanuam HJT | 3akmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneHo: IIposepeno: Pardeep Kumar Ono6peno: Menemxep /
Ankit /7,1 p PyxoBoautens :Amit Kumar
vl . = .

(____,. ! c.t__'__
Print Date: Print Date: Print Date:
Hara: 12.09.2022 Mara:12.09.2022 Jara: 12.09.2022
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Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6
Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOPHKAT AHAJII3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg

NOoykaun®, Tabaerku, NOKPBITHIE INICHOYHOH 000104KO0ii, 400Mr + 325Mmr

Batch No / Cepusi Ne : V2201754

Batch Quantity / O6wem napruu : 776.0Kg

Analytical Report No / AHamiTHueckuii oruer Ne ;
040001638017,890001613269

Date of Analysis / lata ananunsa: 12.09.2022

Date of Manufacture / {ata npou3BojcTea @ Aug-2022

Date of Expiry / Cpok rogsocTu July-2027

Analysis performed according ND / Ananus npoeeaen mno
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne

H): 1T N011252/01-110717 (amend Ne 1 from
lor 06.09.2018, uam. Ne 2 ot 23.09.2019)

9 ‘ Uniformity of dosage Acceptance value (AV) should be —\
units not more than 15.0 /
/ OpHopoaHoCTL 0.7 lMNokasaTenb npuemnemocTy (AV)
A031poBaHus AorkeH BbiTb He Goree 15,0.
Ibuprofen /
nbynpodpeH Acceptance value (AV) should be
0.5 not more than 15.0 /
Paracetamol / Mokasatens npuemnemoctu (AV)
napauetamon A0IkeH BbiTb He Bornee 15,0.
10 |Assay/ 393.2 mg 360 to 440 mg of Ci3Hq0,
KonunyecTteseHHoe (Ibuprofen) per tablet /
onpegernexve Ot 360,0 mr no 440,0 mr C13H1s0,
(mbynpodpen) B TabneTke
323.36 mg
2925 to 357.50 mg of CeHgNOz
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO,

(napaueTamon) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeyanue: [IpoaykT coorsercTByeT TpeGosanuam H][ | 3akmouenne: OJJOBPEHO
Prepared by / | Checked by/ Approved by: Manager/Executive /
Hoarorosneno: IIposepeno: Pardeep Kumar Onobpeno: Menemxep /
Ankit /ﬁ > PykoBoaurens :Amit Kumar

| M:_;L::_____,_,_
Print Date: Print Date: Print Date:
JlaTas 12.09.2022 Hata:12.09.2022 Mara: 12.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHDOHKAT AHAJIH3A

(Productz—lbu_clin_, film-coated tablets 400 mg + 325 mg

N6yxnun®, rabnerku, NORPBITEIC NIIEHOYHOH 060/104K O

, 400mr + 325mr

Batch No / Cepust Ne : V2201754

Batch

Quantity / O6vem napruu : 776.0Kg

Analytical Report No / AHaauTHYecKuii oTder Ne :
040001638017,890001613269

Date of Analysis / Iata ananusa: 12.09.2022

Date of Manufacture / Jata NpOH3BOACTBA : Aug-2022

Date of Expiry / Cpok rogsocrn July-2027

Analysis performed according ND / Auanus nposenen no
_@9.201&_arrw_nd_Ng 2 from 23.09.2019/ uam. Ne 1 or 06.09.2018,

HJ(: TIN011252/01-110717 (amend Ne 1 from

Hu3M. Ne 20T 23.09.2019)

11 ‘ Package / Ynakoska

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. /o 10 TabneTok
B MBX/AI 6rucTep. Mo 1
Bnncrepy B nauky
KapTOHHYI0 BMEcTe C
WHCTpYKUMEl no
NPUMEHEHUIO.

10 tablets in PVC/AI blister. 1,2 o0r
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nucTep. Mo 1,2 unn 20
Bnuctepos B nauky KapTOHHYI0
BMECTe C MHCTPYKLUMER Mo
NPUMEHEHMIO.

12 | Labeling 7 Mapk

MpoBKa

According to ND / B cootseTcTBUM C HO

13 | Storage conditions /

At temperature not more than

25°C./

XpaHeHve INpy Temnepatype He Bbilwe 25 °C.
14 | Shelf life / Cpok Syears/5nert
rogHocTH |

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeyanwe: [pogykr cootBercTBYeET TpeboBanusam HJl | 3axatouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: IIpoBepeHo: Pardeep Kumar Ono6peno: Menemxep /
Ankit ot Pykosoaureny :Amit Kumar

/ ff / ?E “
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Print Date: Print Date: Print Date:
Jlara: 12.09,2022 He14.12.09.2022 Hata: 12.09.2022
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