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CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIN3A

Page 10f6/ Ctp. 1136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkann®, tabaeTki, MOKPLITHIE MIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400235

Batch Quantity / O6bem mapruu : 776.

040002440850

Analytical Report No / Auadiu

THYECKH 0T9eT N¢ ;

Date of Analysis /

NA N

Hata ananunza: 04.03.

Date of Manufacture / /lata npou3sBoactsa : 02/2024

Date of Expiry / Cpok roguoctu : 01/2029

Analysis performed according ND / Anasau3 nposeaen mo HJ: 11 N011252/01-160123

No

Test / Ilokasarenan

Results/ PesyabTaThl

Specification / Hopma

1 [Description/ OmucaHue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KancyJaoBHAHONW (OPMBI, MOKpPLIThIE
IUIEHOYHOH 000J104KOH OpaHXKeBOro
LBETa, ¢ PUCKOH HAa OJHOU CTOpOHE;
Ha [ONEpPEeYHOM paspese PO
Oernoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Tabnerkn
KamncyJloBUAHOH  (GopMbl, NOKPHITBIE
INICHOYHOH  00O0JIOUKOH  OpamKkeBoro

LBETa, C PHCKO} Ha ONHON CTOpOHE; Ha
NonepeuHoM paspese — AaApo 6enoro unu
IOYTH OEeJNIoro LBeTa.

Identification /
INognHHHOCTD

Complies as prescribed/
CoOTBETCTBYET

the chromatogram of the test solutlon
should correspond to the retention times
of the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay) /

BpeMeHa ynepkuBaHHS OCHOBHLIX THKOB

Ha XpoMarorpamme HUCHOBITYEMOI'O
pacTBoOpa JOJDKHBI COOTBETCTBOBATH
BpEMECHAM YAEPKUBAHUS IITMKOB Ha

XpoMaTorpaMMe pacTBOpa CTAHLAPTHBIX
00pazuoB ubynpodeHa U mapaieramosia

(pazaen «KonnuecteeHnoe
ONpEHSIEHNEY)
3 |Average tablets weight 965.5 mg/ 965.5 mMr From 9409 mg to 999.1 mg
Cpenuss macca (970.0 mg £ 3.0 %) /
TabJIeTOK Or 9409 wmr gmo 9991 MT

(970,0 mr £ 3,0 %)

Remarks : The Product conforms to ND/
ITpumeyanne: [IpoaykT cootBercTBYeT TpeboBaHusam HJJ

3a

Opinion : APPROVED

karwuenue: OJJOBPEHO

Approved by: Manager/Executive/

Hara: 04.03.2024

Prepared by / Checked by /
IloarorosneHo: [Tporepeno: ama Kant
Ankit

Reprint Date:, Reprint Date: /

Hara: .04.03.2024

Onobpeno: Menenxep / Pykopoautens
Manoj Kumar @f .

Reprint Date:
Hara: 04.03.2024

Rogistered Office: 8-2-
3104200 2900,

Tel: +21

337, Road No, 2, Banjara Hills, Hyderabad -

“ax: £91 20 4900 2499, Email: mai

CIN: L&S195AP1984PLCOOAS0Y
www.drreddys.com

500034, Telangana, india
liZdrreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, iNalagarh Road, Baddj,
Distt. Scian, H.P., 173 205, INDIA
Tel:+91 88166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHU3A

Page2 of 6/ Ct1p.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykanu®, TabaeTKH, NOKPLITHIE JIEHOYHOMH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400235

Batch Quantity / O6bem maprtun : 776.0 Kg

040002440850

Analytical Report No / AHanuTn4eckuii oTuer Ne :

Date of Analysis / lata ananusa: 04.03.2024

Date of Manufacture / JlaTa nponssoacrsa : 02/2024

Date of Expiry / Cpok rogaocts : 01/2029

Analysis performed according ND / Ananu3 nposeges o HJI: 11 N011252/01-160123

4 |Disintegration /
PacnamaeMocThb

06 min 29 sec/ 06 muH 29 cek

Not more than 30 min /
He 6onee 30 mun

5 |Dissolution /
Pacreopenne

97% To 100 %

95 % to 101 %

Not less than 70% (Q) of Ci;3sHisO;
(Ibuprofen) after 30 min /

He wMewee 70 % (Q) Ci3HjpO,
(ubynpogen) uepes 30 MuH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /

He wmenee 70 % (Q) GCsHoNO;
(napaueramon) depes 30 MUH

Remarks : The Produ

ct conforms to ND/

IIpumeuyanue: Ilponykt coorBercTByer TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by / ) Checked by /
[ToaroroBneHo: /1 ITpoBepeno: Ra
Ankit {T\,u, '\”

Approved by: Manager/Executive/
OnobpeHo: MeHemxep / _Pyxogfmrrenb

Reprint Date:.
Hara: 04.03.2024

Reprint Date:

Jara: .04.03.2024

Manoj Kumar :E;‘éu |,
Reprint Date:
Hara: 04.03.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +01 40 4900 2999, Email: mail@drreddys.com

CId: L85155AP1984PLLO0A507

www drreddys.com




Dr.Reddy’s ‘_’o

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

Vill. Kho!, Nalagarh Read, Baddi,
Distt. Sofan, H.P., 173 205, IND1A
Tal:+91 98166 56001-02
voww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page3 0of 6/ Crp.3 13 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabueTki, TOKPHITHIE IICHOYHOI 000mo4Koii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400235

Batch Quantity / O6bem naprun : 776.0 Kg

1040002440850

Analytical Report No / AHasuTHYecKkuii oryer Ne :

Date of Analysis / /laTa ananusa: 04.03.2024

Date of Manufacture / laTa nponseogersa : 02/2024

Date of Expiry / Cpok roguocru : 01/2029

Analysis performed according ND / Ananus nposesen mo H: I1 N011252/01-160123

( 6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

Poacreennble npumecu - not more than 0.005 % /
Method 1/ Meton 1 4-amunoderon (mpumecs napayeraMmona)
- He Oonee 0,005 %
Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eIMHUYHAS IpHMEChH
(ubynpodena umM mapaneramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceit (Meron 1 + Meton 2)
- He bonee 0,7 %
9 |Water/Boxa 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Hpumeaanue: [Mponykr cooTserctyet Tpebopanusam HJT

Opinion : APPROVED
3akmouenue: OJIOGPEHO

Ankit

Approved by: Manager/Executive/

Onobpeno: Menemkep / Pykqpomutens
Manoj Kumar ,

Reprint Date:. Reprint Date:
Hara: 04.03.2024 Hara: .04.03.2024

Prepared by / Checked by /
[Toarotosneno: ITpoBepeHo: RamauEnt
a L1 'YCE
=

.

Reprint Date:
Jara: 04.03.2024

Rogisternd Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
) Tel: +¢1 10 3900 2800, Fax: +91 20 4800 2999, Email: maii@drreddys.com

CIN: LRS135AP1984PLCON4507
wwiv.drreddys.com




Dr.Reddy’s ":

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P, 173 205, INDtA
Tel:+91 98166 56001-02
vawvedrreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page40f6/Crp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MN6ykaun®, Tab1eTKH, NOKPLIThIE MJIEHOYHOH 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400235

Batch Quantity / O6bem napthu : 776.0 Kg

040002440850

Analytical Report No / AHanmuTH4YecKHil oTyeT Ne :

Date of Analysis / [laTa ananu3za: 04.03.2024

Date of Manufacture / Jlata nponspoactsa : 02/2024

Date of Expiry / Cpox rogaoctu : 01/2029

Analysis performed according ND / Anaau3s npoeegen mo HJ: [T N011252/01-160123

10 |Uniformity of dosage

c) E. coli

units /

OnHopogHOCTh Acceptance value (AV) should be not

Jl03UpOBAaIKs 1.1 more than 15.0 /

- Touprofen /ubynpoden Iloxasarens npuemiaeMocTH (AV) fomkeH
OBITE He Oosiee 15,0

- Paracetamol/ 1.1 Acceptance value (AV) should be not

napaneTamolt more than 15.0 /
Iokasartens npueMneMocty {AV) nomxeH
651Th He Hornee 15,0

11 |Microbiological purity /

Muxkpobuonoruyeckas

yucroTa* NA

a) Total aerobic Not more than 1000 CFU/g/

microbial count / He 6omnee 1000 KOE/r

O6uiee yucno

a3pOOHBIX

MUKPOOPraHU3MOB NA

b) Total combined Not more than 100 CFU/g/

yeasts and mould count He 6onee 100 KOE/r

/ Ob1iee uucio

JIPOXKKEBBIX H

TJIECHEBBIX TpUOOB NA

Shall be absent in 1g / OrcyTcTBUE B
Ir

Remarks : The Product conforms to ND/
IIpumeyanue: [Tpoaykr cootBeTcTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / ; Checked by / Approved by: Manager/Executive/
[ToaroroBaeHo: ﬂ/ IIposepeno: Rama Kant r Onobpeno: Menemxep / Pykopoaures
Ankit m{/ Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Hara: 04.03.2024 Hata: .04.03.2024 Hara: 04.03.2024

Rugistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 10 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L35195AP1984PLCOCAS0Y
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. kho!, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INT3HA
Tel 1491 898166 56001-02

vaww. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

PageSof 6/ Crp. 5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
(MOykAun®, TabaeTin, MOKpbLITHIE MIeH0YHOl 060104K0il, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400235

Batch Quantity / O6nLem napTun : 776.0 Kg

040002440850

Anaiytical Report No / AHaauTH4eckuii oryer No :

Date of Analysis / ata anaauza: 04.03.2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpok roauoctu : 01/2029

Analysis performed according ND / Anaunz nposegen mo HJI: T N011252/01-160123

322.47 mg/ 322.47 mr

[ 12 Assay / 396.8 mg/396.8 mr From 360.0 to 440.0 mg of C;3H;50,
Konuuecteennoe (Ibuprofen) per tablet /
olnpeneieHne Ot 360,0 mr no 440,0 mMr C;3H;30,

(nbynpoden) B TabneTke

From 292.5 to 357.5 mg of CgHoNO,
(Paracetamol) per tablet /

Ot 2925 mMr mo 357,5 mr CsHoNO,
(napaueramon) B TabreTke

13 | Package / Ynakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Tlo 10
Tabietok B [IBX/Al 6ancrep. Ilo 1
OaucTepy B TNAuYKy KapTOHHYIO
BMECTE C  MHCTPYKLHEH IO
HpHMEHEHHIO,

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnetok B [IBX/Al
Gmucrep. Ilo 1, 2 unm 20 6aucrepos B
navuKy KapTOHHYIO BMecCTe c
HHCTPYKLMEH 110 NPUMEHEHHUIO.

14 | Labeling / Mapxuposka

According to ND. / B cootsercraun ¢ HJI.

XpaHeHnue

15 | Storage conditions /

At temperature not more than 25 °C. /
Ilpu Temnepatype He Boiine 25 °C.

FOJHOCTH

16 | Shelf life / Cpox

5 years /5 ner

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / [IpoBoguTcst [IPOM3BOAMTENEM TPH
BBIITYCKE NEPUOAMHECKH: JUI KaxaoH 20-0H cepun unm He MeHee 1 pasa B rof. [lokasartesns MoxeT GbITh
HE BKJIIOYEH B CepTU(HKAT aHATH3a PUPMBI

Remarks : The Product conforms to ND/
Ipumeyanne: TIpoayKT cOOTBETCTBYET TpeGOBaHHAM HI

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /
[Toarorosneno:
Ankit

L

Checked by /
ITposepeHo: Ramg Ka?E

Approved by: Manager/Executive/

OpobpeHo: Menemkep / Pykopoaurens
bg-_/L 1 Manoj Kumar J.! 1 !E!!!é

Reprint Date:.
Hara: 04.03.2024

Reprint Date:
Hata: .04.03.2024

Reprint Date:

Hara: 04.03.2024

Reaistered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel, +91 .30 3200 2900, Tua, 191 40 9900 20929, Cmail: moil@drreddyc.com

CIN: LRE195AP1984PLCOCASOT
www.direddys.com



Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, IND1A
Tel: 491 28166 56001-02
www.drreddys.com

Page 6 of 6/ C1p. 6 m3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkana®, 1abjeTk, MOKPLITHIE IL1eH04HOl 06010uK0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400235

Batch Quantity / O6sem naprun : 776.0 Kg

040002440850

Analytical Report No / AHasiuTHYeckuii oTyer No :

Date of Analysis / [laTta ananusa: 04.03.2024

Date of Manufacture / Jlata nponssogcrtsa : 02/2024

Date of Expiry / Cpok rogsoctu : 01/2029

Analysis performed according ND / Anasius nposeaen no HJI: T1 N011252/01-160123

[ API name (INN) /
HanmenoBanne AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapaneramon

API manufacturer batch number /
Homep cepuu nponssoauTens
ADC:

PIBM230456

0994/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGeTanuum
npouspogurens IJID:

FEQAO00656

FEQAO00651

API Manufactured by & country /
IIpoussoautens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa Dxtus
®apma Caitencus Jlumuren,
Wunus

Sri Krishna Pharmaceuticals Ltd.,
India / pu Kpurina
®Gapmacerotrkanc JIta., Magus

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBercTByeT TpeGoBanusam HJI

Opinivn : APTROVED
3axkmwouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IHoarotorneHo: & IIposepeHo: Rama Kant Onobpeno: Menemxep / Pykospaurens
Ankit Al o Manoj Kumar @
Reprint Date:. Reprint Date: - Reprint Date:

Hata: 04.03.2024 Hara: .04.03.2024 Hata: 04.03.2024

Renistered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel 191 40 4900 2900, Fax: 191 10 4900 2929, Email: wmail@drreddys ram

CIN: L85195AP1934PLCOOAS07
www drreddys.com




