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

viil. Khot, Nalagarh Road, Baddj,
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CEPTUDHKAT AHAJIU3A

Page10f6/Ctp.1m36

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanHa®, TabeTKH, IOKPBIThIE NJIEHOYHOI 000/104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400385

Batch Quantity / O6bem mapruu : 769.93 Kg

040002457839

Analytical Report No / Ananurn4yeckuii oTuer No :

Date of Analysis / laTa ananusa: 26.03.2024

Date of Manufacture / JlaTta nponzeoacrsa : 02/2024

Date of Expiry / Cpok rogsoctn : 01/2029

Analysis performed according ND / Anaynus nposeaend mo HJI: I N011252/01-160123

Ne  [Test/ Iloka3zaTesn Results/ PesyabTaTh! Specification / Hopma
1 |Description/ Onucanne |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the cross-section. ./ Tabnerku|core at the cross-section. / Tabaerku
KancyJoBUJHOH (OpMBI, MOKPHITIE|KANCYNIOBUAHOH  GOPMBI,  ITOKPBITHIE
MIJIEHOYHOM 000JI0UKOH OpaH)XeBOro|MAEHOYHOH  ODOJIOUKOH  OpaHkeBOro
HBeTa, ¢ PUCKOH Ha OJHOH CTOPOHE;|LBETa, C PUCKOH Ha OOHOH CTOpOHe; Ha
Ha [IONEPEYHOM paspe3e — SApO|NONEPeYHOM paspese — sapo Oenoro unu
6ernoro 1Bera. noutH 6enoro 1BeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IloanuHHOCTH CoorBercTBYeET the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram of]
ibuprofen and paracetamol reference
standards solution (section Assay) /
Bpemena yaepxuBaH#si OCHOBHBIX TTHKOB
Ha XpoMaTorpaMmme UCTIBITYEMOTO
pacTBopa  JOMDKHBl  COOTBETCTBOBATH
BpeMeHaM YyIEep)XUBaHUS [HKOB Ha
XpOMaTorpaMMe pPacTBOpa CTaHJAPTHBIX
obpazuor nbynpodeHa ¥ mapaleramoJia
(pazmen «KonuyecteeHHOE
ONpElICIIEHHEY)
3 |Average tablets weight 969.2 mg/ 969.2 mr From 9409 mg to 9991 mg
CpenHss Macca (970.0 mg £ 3.0 %) /
TabneTok Or 9409 wMr go 9991 MT
(970,0 Mr + 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr cooTBeTcTBYeT TpeboBaHusim HJ|

3a

Opinion : APPROVED

kmrodenne: OJJOBPEHO

Hara: 26.03.2024

Harta: 26.03.2024

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

[ToarorosneHo: Anki%"\'  IlpoBepeHo: Rama Kan OnoGpeHo: Menemiep / PykoBoaurensb
25 Py Abhishek Chauhaﬁ)& {

Reprint Date:. Reprint Date: ) \ 7 Reprint Date: T ey

Jlata: 26.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page20f 6/ Ctp.2 36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MOykIuH®, Ta6J1€TKH, NOKPBIThIE MJIEHO4YHOH 000104K0#, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400385

Batch Quantity / O6bem nmaptuu : 769.93 Kg

040002457839

Analytical Report No / Ananutu4deckuii order Ne :

Date of Analysis / laTa ananm3a: 26.03.2024

Date of Manufacture / JlaTta npoussoacrsa : 02/2024

Date of Expiry / Cpok rogaocty : 01/2029

Analysis performed according ND / Ananns nposexen no HJI: [1N011252/01-160123

4 |Disintegration /
Pacnagaemocthb

06 min 13 sec/ 06 MuH 13 cek

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
Pacteopenue

99% To 101 %

Not less than 70% (Q) of C;sHiz0;
(Ibuprofen) after 30 min /

99 % to 103 %

He wMenmee 70 % (Q)
(nbympoden) yepes 30 MUH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He w™enwee 70 % (Q)
(napaueramon) uepe3 30 MUH

Ci3H 10

CsHoNO;

Remarks : The Product conforms to ND/
Ipumeuanue: Ilpoaykr coorserctByeT TpeboBaHusam HJI

Opinion : APPROVED
3akmwouenune: OJJOBPEHO

Prepared by /

IToarorosieHo: Ankit é\

Checked by /
/[[p,osepeﬂo: Rat.la Kant

)

Approved by: Manager/Executive/
Opnobpeno: Menemxeép / Pykosoaurens
Abhishek Chauhan | ((

Reprint Date:.

Jara: 26.03.2024

ot
K

Reprint Date:
Jlata: 26.03.2024

Reprint Date:
Jata: 26.03.2024

Rogisteied Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol. +61 40 4900 2900, Fax +91 40 4900 2920, [mnil: mal@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.con
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Scian, H.P, 173 205, INDIA
Tl +91 93166 £C001-02
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page30f 6/ Crp.3 136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykana®, TabJIeTKH, IOKPbITHIE IJIeHOYHO# 000104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400385

Batch Quantity / O6bem naprun : 769.93 Kg

040002457839

Analytical Report No / AnaauTnyeckuii ot4yer Ne :

Date of Analysis / lata ananu3za: 26.03.2024

Date of Manufacture / lata npouszBoactsa : 02/2024

Date of Expiry / Cpok rogaoctu : 01/2029

Analysis performed according ND / Anayns nposenen no HJ[: [I N011252/01-160123

6 |Related substances / : 4-aminophenol (paracetamol impurity)
Poncreenublie mpuMecH 0.0002% - not more than 0.005 % /
Method 1/ Metog 1 4-aMmuHOGbeHON (IpHMECh MapareTaMmora)
- "e Gonee 0,005 %
Method 2 / Metop 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eIMHUIHAsI IpHMECh
(ubynpodeHa uiau mnapaueramosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceii (Meroa 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Boza 1.4% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product

conforms to ND/

IIpumeuyanue: [Iponykr cootserctByet Tpeboanusam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Jata: 26.03.2024

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

IMoarorosneHo: Aﬂkl%’l JIposepeno: Rgma Kant Onobpeno: MeHeL()‘ci]if PykoBoauTeb
Dl é},ﬂmﬂ: Abhishek Chauhan ! \

Reprint Date:. Reprint Date: = Reprint Date: I

Hara: 26.03.2024

Hata: 26.03.2024

Ruatstered Office

L0140

wwaw.drreddys.com

3-2-337, Road No. 3, Bamjara Hills, Hyderabad - 5000324, Telangana, India
G900 290, Fax 91 40 4900 2¢96, Fraails maili@drreddys com
CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Lakoratories Ltd.
Formulation Unit-6

Viil. Khot, Walagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tot 1 +91 03166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page40f 6/ Crp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyxauH®, Tab1eTKH, NIOKPBITHIE IIEH0YHOi 060104K0H, 400 Mr + 325 mr

Batch No / Cepus Ne ; V2400385

Batch Quantity / O6bem maptum : 769.93 Kg

040002457839

Analytical Report No / AnannTudeckuii oryer No :

Date of Analysis / JlaTa ananu3za: 26.03.2024

Date of Manufacture / lata nponsBoacrna : 02/2024

Date of Expiry / Cpok rognoctsn : 01/2029

Analysis performed according ND / Auaaus nposegen no HJI: I1N011252/01-160123

10 |Uniformity of dosage

units /

OnHopogHOCTh Acceptance value (AV) should be not

JI03UpOBaHUS 1.4 more than 15.0 /

- Ibuprofen /ubynpoden INoxkasarens npuemnemoctd (AV) gomkeH
ObITH He boniee 15,0

- Paracetamol/ 1.4 Acceptance value (AV) should be not

HapaneTamot more than 15.0 /
I[Tokazatens npuemnemoctu (AV) nosxkeH
O®ITH He Oonee 15,0

11 [Microbiological purity /

Mukpobuonoriueckas

yucrora* NA

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

microbial count / He 6onee 1000 KOE/r

Ob61ee yucio

a3pobHBIX

MHKPOOPTaHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1wiee uucno

JIPOMOKEBBIX U

IIJIECHEBBIX TpUOOB NA

¢) E. coli Shall be absent in 1g / OrcyrcrBHe B
Ir

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykr cootBercTByeT TpeboBanusam HJJ

Opinion : APPROVED
3akmoyenue: OJOBPEHO

Jara: 26.03.2024

Hata: 26.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorosneno: Ankit ;\ Tlposepeno: Rama Kant Omnobpeno: Menegnép/@ ONTENh

; w]((yﬂ: Abhishek Chauhan C{
Reprint Date:. - Reprint Date: ‘ \ Reprint Date: '

Hara: 26.03.2024

[rwer e
[ A

ied Office: &
14048900 2900, Fas

d No 2, Banjara Hills,

NAnT fan
\7, Rea

www.drreddys.com

Hyderahad - 500034, Telangana, [ndia
4971 20 5000 2929, Cmail: rand@drreddys.com
Cit: LBE195AF1934PLCGO4507




So
Dr.Reddy’s €3¢

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

Viil. Kho!, Walagarh Road, Baddi,
Distt. Saian, H.P, 173 205, IND1A
Tol : +91 85166 56001-02

v drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page Sof 6/ Cp.5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoyxkauH®, TabJ1eTKH, NOKPBITHIE MJIEHOYHOH 060J104UKO0ii, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2400385

Batch Quantity / O6bem mapTuu : 769.93 Kg

040002457839

Analytical Report No / AnaauTH4yeckuii oTuyer Ne : Date of Analysis / JlaTa ananu3za: 26.03.2024

Date of Manufacture / lata npoussoacrsa : 02/2024  |Date of Expiry / Cpok roguocrn : 01/2029

Analysis performed according ND / Auann3 nposegen mo H/: T1 N011252/01-160123

12 [Assay/
KonnyecTseHHOE
onpezeneHue

397.8 mg/397.8 Mr From 360.0 to 440.0 mg of Ci;3sH;30;

(Ibuprofen) per tablet /

Ot 360,0 mMr go 440,0 mr C;3Hi30;

(ubynpoden) B Tabnerke

322.80 mg / 322.80 From 292.5 to 357.5 mg of CsHoNO;
Mr (Paracetamol) per tablet /

Ot 292,5 mr pmo 357,5 mr CgHoNO;

(mapailetamoli) B TaONeTKe

13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet

TOIHOCTH

leaflet in a carton. / Ilo 10 [in a carton. / ITo 10 Tabnetok B IIBX/Al
tabnerok B [IBX/Al 6nuctep. [Io 1 |6nuctep. Ilo 1, 2 wnu 20 6auctepoB B
Gnucrepy B TadKy KApTOHHYIO |Mauky KapTOHHYIO BMeCTe c
BMECT€ C  HHCTPYKUHMEH 1O |HHCTPYKLHEH O NPUMEHEHUIO.
IPHMEHEHHIO.

14 | Labeling / MapkupoBka| According to ND. / B cootBetctBuu ¢ HJI.

15 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHune ITpu TeMneparype He Boilie 25 °C.
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. / IIpoBogutcs npousBoauTeneM npu
BBITYCKE MEPUOUYUCSCKI: IJIs Kax o 20-0i cepun uiaM He MeHee 1 pasza B rojl. [lokazarens MOxeT ObITh
He BKJIIOYEH B CepTU(HUKAT aHaTU3a (GUPMBEI

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [Tponykt cooteTcTBYeT TpeGoBanusm HJI | 3axmouenne: OTIOBPEHO

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

[ToaroroeneHo: Ankit /{,‘ ITpoBepeno: Rama K Onobpeno: Menemkep / Pykosoaurens
e ZE [ Abhishek Chauhan | |

Reprint Date:. N Reprint Date: ~ \ < Reprint Date: T\

Hara: 26.03.2024 Hara: 26.03.2024 Hata: 26.03.2024

i /
CIN: L351954P1984PLCO0AS07
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Dr. Reddy's Laberatories Ltd,
Formulation Unit-6

Vill. Khol, Malagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel: +S1 93166 56001-02
www.drreddys.com

Page 6 of 6 / C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykJIMH®, Ta01eTKH, MOKPBITHIE IJIEHOYHOi 000104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400385

Batch Quantity / O6sem maptuu : 769.93 Kg

040002457839

Analytical Report No / AHajquTH4Yeckuii oTueT No :

Date of Analysis / laTa ananusa: 26.03.2024

Date of Manufacture / Jlata npoussoactsa : 02/2024

Date of Expiry / Cpok rogaoctu : 01/2029

Analysis performed according ND / Ananus nposegen no H/I: I N011252/01-160123

API name (INN) /

Homep cepnu cyGcTannum
npouspoautes I'JID:

Haumenosanne AGC (MHH): Ibuprofen / M6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepun nponsBoauTes PIBM230457, PIBM230458 4594/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00657, FEQA00658 FERA00003

IIpoussogurtesr A®C, crpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa DxruB
®apma Caiiencus Jlumuren,
WUnpns

Sri Krishna Pharmaceuticals Ltd.,
India / lIpn Kpumna
dapmacwrotkanc JIta., Uuaus

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3akmouenune: OJOBPEHO

Hara: 26.03.2024

Hara: 26.03.2024

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

[ToarorosneHo: Anki%i' [TpoeepeHo: Rama Kant Ono6peno: Meunemkep / Pykosoaurens
A - L, Abhishek Chauhan SJ\

Reprint Date:. Reprint Date: V™ Reprint Date: '

Hara: 26.03.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderahad - 500034, Telangana, India

Tel: +81 40 4900 2900, Fax:

CIN: £.85195AP19G34PLCO04507
wwww.drieddys.com
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