Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS el : +91 98166 56001-02
CEPTHO®HKAT AHAJIU3A www.drreddys.com

Page1of6/Ctp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyranu®, Tab1eTKH, NOKPLITLIE [IeH04YHOI 060104K0il, 400 mr + 325 mMr

Batch No / Cepust Ne : V2302019

Batch Quantity / O6sem mapTuu : 755.1 Kg

040002215904

Analytical Report No / AnanuTHYeckuii oT4yeT No :

Date of Analysis / Jlata anaaun3za: 19.10.2023

Date of Manufacture / Tata npoussugcrsa : Sep.2023

Date of Expiry / Cpok rognoeru : Aug.2028

Analysis performed according ND / Ananus nposeaen mo HJI: I1 N011252/01-160123

Noe  |Test/ Ilokasarens

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KarcyloBHOHOH (OpMBI, MOKPHITHIE
NIIEHOYHOH 000104KOH OpaHKeBOro
LIBETa, C PHCKOIi Ha OJIHOH CTOpPOHE;
HA nnnepem—mm pﬂ'%l‘h‘"{f’ Q,ﬂpf_\
benoro ngera.

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

core at the cross-section. / Tabnertku
KancynoBHAHOH  (opMbl,  MOKpBITHIE
TJIEHOYHOH  000NOYKOH  OpaHXkeBOro

LBETA, C PHCKOH Ha OJHOH CTOpOHE, Ha
MOMEePeyHOM pazpese — aapo 0enoro mim
no4TH 0€JIoro 1BeTa,

2 |Identification /
[TognuHHOCTE

Complies as prescribed/
CootgeTcTBYeT

The retention times of the main peaks on
the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram of]
ibuprofen and paracetamol reference
otandardo golution (section Aadsay) /
DpecMecHa yOCPAMBAHUA OCHUBHBIA LIMKUB
nn XPOMATOTPAMME HETBITYCMOTQ
pacTBopa  JOMKHBI  COOTBETCTBOBATH
RNEMEHAM  YIP[WWRAHUY  TUKNR  HA
XpoMaTorpaMMe pacTBOopa CTaHAAapPTHBIX
obpasyon ubynpodena u napaucTamojia
(paznen «Konu4ecTBeHHOE
onpeaeneHue)

3 |Average tablets weight
Cpenssia Macca
TabneTox

972.4 mg/972.4 mr

From 9409 mg 999.1
(970.0 mg + 3.0 %) /
Or 940,9 MT

(970,0 Mr £ 3,0 %)

fo mg

Jo 9991 MT

Romarks : Tho Produet conforma te MDD/
Hpumeuanue: 11poaykT cootBeTcTBYeT TpeGoBanusm H]I

Opinion : A''ROVED
Zakmouenue: OJJOGPEHO

Hara: 19.10.2023

Prepared by / Checked by / Approved by: Manager/Executive/
Iloarorornexo: IIpoBepeno: Santosh Kumar | Ono6peno: Menemxep / Pykosoautens
Ankaj Verma ﬁ/-/ Maurya Amit Kumar [&N\ —

w2l
Reprint Date: Reprint Date: Reprint Date:

Hata: 19.10.2023

Hara: 19.10.2023

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



Dr.Reddy’s ‘;‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS '¢l: 91 58166 56001-02
CEPTHDUKAT AHAJIA34  WW-drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkana®, TabaeTKH, NOKPLITHIE IVIEHOYHOI 060.1049K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302019

Batch Quantity / O6bem napTuu : 755.1 Kg

040002215904

Analytical Report No / AnanutHueckuii oTyer No :

Date of Analysis / Tara ananmsa: 19.10.2023

Date of Manufacture / Jlata npon3Boacrsa : Sep.2023

Date of Expiry / Cpok roasocts : Aug.2028

Analysis performed according ND / Ananus nposegen no HJI: I1 N011252/01-160123

4 |Disintegration /
PacnamaemMocTb

06 min 32 sec/ 06 mun 32 cex

Not more than 30 min /
He 6onee 30 mun

5 |Dissolution /
PacTteopenue

96 % To 102 %

98 % to 102 %

(Ibuprofen) after 30 min /
He wmenee 70 % (Q)
(ubynpoden) uepes 30 Mun

(Paracetamol) after 30 min /
He wMenee 70 % (Q)
(napauetamon) yepes 30 MUH

Not less than 70% (Q) of CisHjy0;
Ci3HisO:2
Not less than 70% (Q) of CsHeNO,

CsHoNO;

Remarks : The Product conforms to ND/
IIpumeuanne: Ilponykt coorBercteyeT Tpebopanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

IlonroroeneHo: IIpoeepeno: Santash Kumar | Ono6peno: Meuemkep / PykoBoaurens
. —. / . N -

Ankaj Verma [ﬁ/ Maurya B Amit Kumar !&({/,

Reprint Date: Reprint Date: Reprint Date:

Hara: 19.10.2023 Hara: 19.10.2023 Jara: 19.10.2023

Registéred Office: 8-2-337, Road No. 3, Banjara Hills, Hydcrabad - 500034, Telangana, India
Tel: 491 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddvs.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q;"

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: 9198166 56001-02
CEPTU®HUKAT AHAJIM3A www.drreddys.com

Page3 0of 6/Ctp.3u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyk1un®, TabieTKH, NOKPHITHIE ILIEHOYHOI 060104K0ii, 400 Mr + 325 mr
Batch No / Cepust Ne : V2302019

Batch Quantity / O6bem naprun : 755.1 Kg

040002215904

Analytical Report No / Ananuruyeckuii oraer Ne :

Date of Analysis / JaTa ananusa: 19.10.2023

Date of Manufacture / lata mpoussoacrsa : Sep.2023

Date of Expiry / Cpok rognocts : Aug.2028

Analysis performed according ND / Auanu3z nposenen o HJI: ITN011252/01-160123

6 |Related substances /
PoncTeenHsble npumecn
Method 1/ Metop 1

Method 2 / Metog 2

0.0001%

BDI. (Nisregard Area 6693)

4-aminophenol (paracetamol impurity)
- not more than 0.005 % /

4-amuHo(peHon (MpHMech NapaneTamona)
- He Boinee 0,005 % -

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jiwbas ENHHITHAR TINTMACT,

(ubynmpodena mnu nmapaueramona) e
oonee 0,3 %

Total impurities (Method 1+ Method 2)

0.0001% - not more than 0.7 % /
Cymma npumecet (Meton | + Metog 2)
- He bonee 0,/ Y%
9 [Water/Bopna 1.4% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanue: IIpoayxr cootBeTcTBYET Tpebosanusm HT

Opinion : APPROVED
3axmoyenne: OJIOGPEHO

Jara: 19.10.2023

JHara: 19.10.2023

Prepared by / Checked by / Approved by: Manager/Exécutive/
[ToxarororneHo: lIpoBepeno: Santosh Kumar | Omo6peno: Menemxep / Pykooautens
Ankaj Verma Maurya @L Amit Kumar g

j ﬁ/ ry PV
Reprint Date: Reprint Date; Reprint Date:

Jara: 19.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiza
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q,‘:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTU®UKAT AHAJIM3A Wwww.drreddys.com

Page4of 6/Ctp.4 13 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Uoyxnuu®, Tab1eTKH, NOKPLITHIE ILIeH0YHOiT 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302019

Batch Quantity / O6sem mapTuu : 755.1 Kg

Analytical Report No / Ananutnyecknii oruer Ne :
040002215904

Date of Analysis / laTa anannsa: 19.10.2023

Date of Manufacture / Jlata npon3Bogcrea : Sep.2023

Date of Expiry / Cpok rognocts : Aug.2028

Analysis performed according ND / Anannz nposenen no HJI: [T N011252/01-160123

10 |Uniformity of dosage

units /

OnHoponnocThb Acceptance value (AV) should be not

JIO3UPOBAHUS 2.2 more than 15.0 /

- Ibuprofen /uGynpoden ITokaszarens npuemnemocti (AV) nomken
OrITE He Oonee 15,0

- Paracetamol/ 222, Acceptance value (AV) should be not

napaueTamo more than 15.0 /
ITokazarens npuemiemoctu (AV) nomxen
OrITE He Houtee 15,0

11 [Microbiological purity /

Muxkpobuosnorugeckas

yueToTa*

a) Tutdl aerubic MNA MNot more than 1000 Cl'U/g /

microblal count / He 6onee 1000 KOE/r

O61ee ynciio

43pOOHBIX

MHKPOOPTraHH3MOB

b) l'otal combined Not more than 100 CFU/g /

yeasts and mould count NA He 6onee 100 KOE/r

/ Obuee yuciio

JPOAKEBbIA 1

TIJIECHEBBIX FPHOOB

c) E. coli NA Shall be absent in 1g / OtcyrcTBHE B

L

Remarks : The Product conforms to ND/
IIpumeyanne: IIpoaykT coorBeTcTBYeT TpeboBanuam HJJ

Opinion : APPROVED
3akaoyenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroroeneHo: Ilposepeno: Santosh Kumar | Opo6peno: Menemxkep / PykoBoauTens
Ankaj Verma ﬁ | Maurya e Amit Kumar {: ‘_})\7

Reprint Date: Reprint Date: Reprint Date:

Hara: 19.10.2023 Hara: 19.10.2023 Hata: 19.10.2023

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: L85135AP1584PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘f:',

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 2G5, INDIA

CERTIFICATE OF ANALYSIS T2!:+91 98166 56001-02
CEPTUDHKAT AHAJIM3A WWw.drreddys.com

PageSof6/Crp.5u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TaGreTKH, IOKPHITHIE MLIEHOUHOI obos04koii, 400 mr + 325 mr

Batch No / Cepua Ne : V2302019

Batch Quantity / O6sem maptum : 755.1 Kg

040002215904

Analytical Report No / AuannThyecknii oTyer No : Date of

Analysis / laTa ananusza: 19.10.2023

Date of Manufacture / JlaTa npoussoacTsa : Sep.2023 |Date of

Expiry / Cpok roguocts : Aug.2028

Analysis performed according ND / Ananus nposeged mo HJI: ITN011252/01-160123

12 |Assay/
Konuyectsennoe
onpeneneHue

397.4 mg/397.4 mr

324.78 mg / 324.78 mr

From 360.0 to 440.0 mg of Ci;3H 50,
(Ibuprofen) per tablet /

Or 360,0 MIT 10 440,0 Mr C13H[302
(ubynpoden) B Tabnerke

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

Or 2925 mr pmo 357,5 mr CgHoNO,
(mapaneramon) B Tabnetke

13 | Package / Vnakorka

14 | Labeling / Mapkuposka

10 tablets in PVC/AI blister. 1
blister and a patient information
leaflet in a carton. / ITo 10
Tabnerox B [IBX/Al 6nucrep. o 1
OmmeTopy D LOUKY  KAPTOUMYKS
BMECTE ©  WHATPYKTIHPH 110
TIIPHMENEHWH.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B [IBX/Al
oincrep. Ilo 1, 2 wm 20 6aucrepos B
id4ny RdPLIUHHYR) BMECTe c
HHCTPYILHOIT M0 MPHMCLICHHIO.

According to ND. / B cooretcteuy ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu Temneparype He Bhile 25 °C.
16 | Shelflife / Cpoxk 5 years / 5 mer
FoJHUL LK

* 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. / [IpoBoanTCS npou3BoAMTENEM npU
BBIIYCKE MEPHONMICCKH: JUIA Kax10H 20-0f cepun Hin He menee 1 pasa B roj. [TokasaTenb MOJKET GLITH
HC BKIIIOYEH B CEPTH(MHKAT aHam13a QUpMBI

| Remarks : The Product conforms to ND/
IIpumeyanue: [Tpoaykr COOTBETCTBYET TpeboBaHusam HJI

Opinion : APPROVED
3akmouenne: OJOGPEHO

Hara: 19.10.2023

Hara: 19.10.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Toaroroeneno: IIposepeno: Sanfgsh Kumar | Omo6peno: Menemxep / PykoBoautens
Ankaj Verma W Maurya 3 Amit Kumar W

Reprint Date: Reprint Date: Reprint Date: '

Hara: 19.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 45900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Lid.
Fermulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 2065, INDIA

CERTIFICATE OF ANALYSIS el : +91 98166 56001-02

CEPTUDPHUKAT AHAJIHU3A

www.drreddys.com

Page 6 of 6 / CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOykauH®, Tab.1eTKH, MOKPLITHIE IUIEHOYHOIH 060104K0ii, 400 mr + 325 mr

Batch No / Cepua No : V2302019

Batch Quantity / Oobem naptuu : 755.1 Kg

040002215904

Analytical Report No / Anaautu4ecknii oruer Ne :

Date of Analysis / lata anasansa: 19.10.2023

Date of Manufacture / lata npon3eoacrsa : Sep.2023

Date of Expiry / Cpok rognocru : Aug.2028

Analysis performed according ND / Anaaus nposenen mo HJI: TIN011252/01-160123

API name (INN) /
Haumenopanue A®C (MHH):

Ibuprofen / M6ynpoden

Paracetamol / Ilapanetamon

API manufacturer batch number /
Homep cepun npoussoaures
ADPC:

PIBM230317

4059/23-24

FP Manufacturer API Batch
number /

Homep cepum cy6erannuu
npoussoauTesi I'JIMD:

FEQA00401

FEQA00244

API Manuflactured hy & conntry /
ITpouzeoaurens ADC, crpana:

Solara Active Pharma Sciences
Timited, India / onapa 2xriip
®apwma CaiieHcus Jlumuren,
Wnnusa

Sri Krishna Pharmaceuticals Ltd.,
India / Ipn I{puunia
@apmacetotukaic Jita., Manus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumevanue: Ipoaykr cootsercryeT TpeGopanusy HJI | 3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarotoeneno: IIposepero: Santosh Kumar | Opo6peno: Menemxep / Pykosoautes
Ankaj Verma ﬁ/ Maurya &"’ Amit Kumar ;

Reprint Date: Reprint Date: Reprint Date:

Jara: 19.10.2023 Hara: 19.10.2023 Hata: 19.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC0O04507
www.dieddys. ot




