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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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHKAT AHAJIHA3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, Ta6/1eTKH, IOKPHITHIE NJIeHOYHOH 000/104K0i, 400 Mr + 325 mMr

Batch No / Cepust No : V2301146

Batch Quantity / O6bem napruu : 718.955 Kg

040001931890

Analytical Report No / Ananuruyeckuii oryer Ne :

Date of Analysis / lata ananusa: 30.06.2023

Date of Manufacture / JIlata npon3poacTsa : Jun.2023

Date of Expiry / Cpok rognocru : May.2028

Analysis performed according ND / Ananu3 nposesen mo HJI: [1N011252/01-160123

Ne |Test/ Iloka3zarean

Results/ Pe3ybTaTh!

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KarCyJOBUIHON (OpPMBI, MOKPBITHIE
NIEHOYHOU 000JI0UKOH OpaHKEeBOro
L[BET4, C PHCKON Ha OJHOU CTOPOHE;
Ha TIIOMEpPeYHOM paspese — sapo
6eoro 1BeTA.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnetku
KancynoBUAHORX  (OpPMBI,  ITOKpBITBIE
[UIEHOYHOH  0DOJIOYKOH  OpaHKEBOro
[[BETA, ¢ PUCKON Ha OJHOHW CTOpOHE; Ha
HOMEPEYHOM paspese — sapo Oernoro unu
moyTH 6enoro HBeTa.

2 |Identification /
TTognmHHOCTE

Complies as prescribed/
CoOTBETCTBYET

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
standards solution (section Assay) /

BpeMeHa yfep>KUBaHMsS OCHOBHBIX ITUKOB

Ha XpomarorpamMmme HCMBITYEMOTO
pacTBOpa  JO/KHBI  COOTBETCTBOBATH
BpEMEHaM  Y/AEp)KHBaHHS IHKOB Ha

XpOMaTorpaMMe pacTBOPa CTaHAAPTHBIX
obpasioB ubynpodeHa u napaneramorna

(paznen «KonndecTeeHHOE
OIIpeAEIICHUE))
3 |Average tablets weight 973.3 mg/973.3 mr From 9409 mg to 9991 mg
Cpennsist Macca (970.0 mg + 3.0 %) /
TabJyieToK Or 9409 wmr 1o 9991 Mr

(970,0 mr £ 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanwne: [Ipoaykt coorBeTcTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3akmouenune: ONNOBPEHO

Jara: 30.06.2023

Jlara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarororneHo: [Tposepeno: Himesh Kumar Ono6peHo: Menemxep / PykoBonurens
Pardeep Kumar Qf/ — D Ajay Sharma

Reprint Date:. Reprint Date: Reprint Date:

Mara: 30.06.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS www.drreddys.com
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, TabjeTku, NOKpHITHIE ILIEHOYHOH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301146

Batch Quantity / O6bem nmaptuu : 718.955 Kg

040001931890

Analytical Report No / AHanuTHYecKni oTder Ne :

Date of Analysis / laTa ananusa: 30.06.2023

Date of Manufacture / lata npousBogcTsa : Jun.2023

Date of Expiry / Cpok rogsoctu : May.2028

i&nalysis performed according ND / Anasnn3 nposesaen no HJI: [1N011252/01-160123

4 |Disintegration /

PacnagaemMocTts

05 min 28 sec/ 05 mMuH 28 cek

Not more than 30 min /
He 6onee 30 MUH

5 |Dissolution /
PacTBopeHue

98 % To 103 %

99 % to 105 %

Not less than 70% (Q) of Ci3His0;
(Tbuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) uepes 30 MuH

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

He wmemee 70 % (Q) CsHoNO,
(napaueramon) yepes 30 MHH

CisHi302

Remarks : The Product conforms to ND/
ITpumeyanue: [Ipoaykr coorBercTByeT Tpedopanusam HJI

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Prepared by /
IToarorosieHo:
Pardeep Kumar

L

Checked by /
ITposepeHo: Himesh Kumar

Approved by: Manager/Executive/

Onobpeno: Menegxep / Pykooaurens
Ajay Sharma @/

Reprint Date:.
Jlara: 30.06.2023

Reprint Date:
JlaTa: 30.06.2023

Reprint Date:
Jata: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




q.. Dr. Reddy's Laboratories Ltd.

t/ ® Formulation Unit-6

Dr' Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HGykaun®, TabneTku, NOKPHITHIE IUIEHOYHOH 060104K0i, 400 mr + 325 Mr

Batch No / Cepust Ne : V2301146 Batch Quantity / O6bem maptuu : 718.955 Kg
Analytical Report No / AsaauTH4yecKkuii order Ne : Date of Analysis / laTa ananu3a: 30.06.2023
1040001931890

Date of Manufacture / lata nponssoactsa : Jun.2023 [Date of Expiry / Cpok roanoctu : May.2028

Analysis performed according ND / Asasnu3s nposenen mo HJI: T1N011252/01-160123

6 |Related substances / . 4-aminophenol (paracetamol impurity)

PoacTBeHHbIE IPUMECH 0.0003% - not more than 0.005 % /

Method 1/ Merton 1 4-amunodeHon (MpuMech napaieramMmona)
- He 6onee 0,005 %

Method 2 / Meton 2 0.02% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobast eAUHUYHAS NpUMECH
(ubynmpodena unu mnapaueramona) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /

Cymma npumeceii (Meron 1 + Metog 2)
- He 6onee 0,7 %

9 |Water/Boxa 1.7% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [poaykr cootsercTyet TpeboBanusim HJI | 3akmouenue: OOOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosineHo: [Mpoeepeno: Himesh Kumar OpobpeHo: Menemxep / PykoBoautens
Pardeep Kumar QLV C_;_\J/A_\Q Ajay Sharma @ B

Reprint Date:. Reprint Date: Reprint Date:

Mata: 30.06.20223 Jara: 3U.U6..20.L3 Hata: 30.06,2023

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: 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
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drred dys.com
CEPTU®UKAT AHAJIU3A

Page 4 of 6 / CTp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, TabeTKkH, NOKPHIThHIE INIEHOUHOIH 000/1049K0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301146

Batch Quantity / O6vem naptuu : 718.955Kg

Analytical Report No / AnayiuTnyeckuit oruer Ne
040001931890

Date of Analysis / Jlata anaiau3a: 30.06.2023

Date of Manufacture / [lata npousBogcrsa : Jun.2023

Date of Expiry / Cpox roanocts : May.2028

Analysis performed according ND / Ananu3s nposeaen no HJI: I N011252/01-160123

MJICCHEBBIX FpH6OB

c) E. coli

10 |Uniformity of dosage
units /
OnHOPONHOCTh Acceptance value (AV) should be not
JIO3UPOBaHUS 1.5 more than 15.0 /
- Ibuprofen /ubynpoden IToxaszarens npuemiemoctd (AV) nomkeH
ObITh He Oonee 15,0
- Paracetamol/ 1.6 Acceptance value (AV) should be not
TapareTaMmon more than 15.0 /
[TokazaTens npuemsiemoctd (AV) nojkeH
OBITH He HoJee 15,0
11 |Microbiological purity /
Mukpob6uonoruueckas
yucToTa*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Obuiee yncno
aspobHBIX
MHKpPOOPTaHHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob1mee uncno
IPOXXKEBBIX U NA

Shall be absent in 1g / OtrcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT coorBercTBYeT TpeboBaHusM HJI

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Jlata: 30.06.2023

Hara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosineHo: ) [MpoBepeno: Himesh Kumar Ono6peno: Menemxep / PykoBoauTens
Pardeep Kumar c:{// - Ajay Sharma

- —
Reprint Date:. Reprint Date: Reprint Date:

Jara: 30.06.2023

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: L85195AP15984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘,’:‘

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

Vill. Khol, Nalagarh Road, Badd},
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIN3A

Page 5 of 6/ C1p. 5 u3z 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
@yxnnn@, Ta6JIeTKH, NOKPHITHIE ILIEHOYHOH 000104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301146

Batch Quantity / O6bem naptuu : 718.955Kg

040001931890

Analytical Report No / AHanuTHyeckuif oTyeT No : Date of

Analysis / lara ananusa: 30.06.2023

Date of Manufacture / laTa npousBogcrsa : Jun.2023 |[Date of

Expiry / Cpox rognocts : May.2028

Analysis performed according ND / Ananu3 nposesnen no HJI: TIN011252/01-160123

12 |Assay/
KonnyecTBeHHOE
onpeaeneHue

402.0 mg / 402.0 Mr

328.86 mg /328.86 mr

From 360.0 to 440.0 mg of C;3H;30;
(Ibuprofen) per tablet /

Or 360,0 mr mo 440,0 mr Cj;3H;0,
(ubynpoden) B Tabnerke

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

Or 292,5 mr jgo 357,5 mr CsHoNO,
(mapauetamod) B TabJeTKe

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
Tabnerok B [IBX/Al 6nucrep. [1o 1
6nucTepy B Madky KapTOHHYIO
BMECTE C  MHCTPYKLHEH 1o
IIPHUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnetox B [IBX/Al
6nucrep. Tlo 1, 2 unu 20 6nmctepos B
Havky KapTOHHYIO BMECTE c
HHCTPYKLIMEH 110 TPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootserctauu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue [Tpu Temnepatype He Boiwe 25 °C.
16 | Shelf life / Cpox 5 years /5 ner
rOJHOCTH

* 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. / IIpoBoguTCsi NpoU3BOAMTENEM DU
BBINYCKE MEPUOJMYECKM: Uil Kakaok 20-0i cepun uian He MeHee 1 pa3a B rof. IToka3aTenb MOXET OBITh
He BKJIFOYeH B cepTHOUKAT aHaNu3a GUPMBI

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusam HJY

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /

ITonroroBieHo:
Pardeep Kumar Qf/

=

Checked by /
ITpoeepeHo: Himesh Kumar

N\

Approved by: Manager/Executive/

Onobpeno: Menemxkep / PykoBoaurens
Ajay Sharma &/

Reprint Date:.
JTata: 30 06 2023

Reprint Date:
TaTa: 30.06.2023

Reprint Date:
Hara: 30.06.2023

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: L851S5AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Lid.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTU®UKAT AHAJIU3A

Page 6 of 6 / Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, TabaeTKH, NOKPHITHIE IVIEHOYHOI 000104K0H, 400 mMr + 325 mr

Batch No / Cepust Ne : V2301146

Batch Quantity / O6bem naptuu : 718.955Kg

040001931890

Analytical Report No / AHanuTH4YecKkHii order No :

Date of Analysis / laTta anann3a: 30.06.2023

Date of Manufacture / Jlata npou3BoAcTBa : Jun.2023

Date of Expiry / Cpok roanoctn : May.2028

Analysis performed according ND / Anasn3 nposegen mo HJI: [T N011252/01-160123

API name (INN) /

Homep cepun cy6cTaHIMH
npoussoauTes ['JID:

Hanmenosanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon

API manufacturer batch number /

HoMep cepun NpoH3BOAUTENS PIBM230149 5043/22-23, 1306/22-23,
5045/22-23

ADC:

FP Manufacturer API Batch

number / FEQA00217 FEQAO00169, FEQA00187,

FEQAO00189

IIpoussomurens A®C, cTpaHa:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencns Jlumuren,
WUnnus

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpu Kpuina
®apmacstotukaic JIta., Uaaug

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT coorseTcTBYeT TpeboBaHuaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IMoarorosneHo: ﬁ Iposepeno: Himesh Kumar Ono6peHo: Menemxep / Pykosoaurens
Pardeep Kumar — (_\J’AJ Ajay Sharma ( 55

Reprint Date:. Reprint Date: Reprint Date:

Jara: 30.06.2023 Hara: 30.06.2023 Hara: 30.06.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




