Dr.Reddy’s Q3¢
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Vill. Khol, Nalagarh Road, Baddi,
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CEPTUOUKAT AHAJIA3A.

Page 1 0of 6/ Crp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, TabieTkH, NOKPbIThIE NIIeHOYHOIT 000.1049K0#, 400 mr + 325 mr

Batch No / Cepust Ne : V2301147

Batch Quantity / O6bem naptuu : 776.00 Kg

040001955771

Analytical Report No / Ananurnyeckuii oryer Ne :

Date of Analysis / [laTa ananu3za: 12.07.2023

Date of Manufacture / JJata npoussoacTsa : Jun.2023

Date of Expiry / Cpok rognoctu : May.2028

Analysis performed according ND / Ananus nposeaen no HJI: IT N011252/01-160123

Ne Test / [TokazaTean

Results/ Pe3yJibTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerxu
KarncyJIOBUAHOK (OPMBI, MOKPBITHIE
IUIEHOYHOH 000JI04KOH OpaHXKeBOro
[BETA, C PUCKOH Ha OJHON CTOPOHE;
Ha TONEpeyHOM paspeze — sSApo
6enoro 1BeTa.

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

core at the cross-section. / Tabaerku
KarncynoBUOHOM  GOpMBl,  TMOKpPHITHIE
IUIEHOYHOM  00ONIOYKOH  OpaHXKEeBOro

1{BeTa, C PUCKOW Ha ONHOW CTOpOHE; Ha
IONEPEYHOM paspese — sApo 6enoro uiu
o4TH OeJioro LBeTa.

2 |Identification /
[TognmuHHOCTH

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 yaepHUBaHHsI OCHOBHBIX TIMKOB

Ha XpoMarorpamme HCIIBITYEMOI'O
pacTBOpa JOJDKHBI COOTBETCTBOBAThH
BpEMEHAM YACPXKUBaHUA ITHKOB Ha

XpOMaTorpaMMe pacTBOpa CTaHIAPTHBIX
obpasuoB ubynpodeHa u napaneraMmona

Ipumeyanmne: [IpoayxT cooTBeTcTBYeT TpeboBanusMm HJL

(pazmen «KonnuecTBeHHOE
OIlpeeIICHUE)
3 |Average tablets weight 973.3mg/973.3 Mr From 9409 mg to 9991 mg
Cpennsisa macca (970.0 mg + 3.0 %) /
TabJIETOK Or 9409 wMmr gmo 999,11 MI
(970,0 Mr + 3,0 %)
RemarKks : The Product conforms to ND/ Opinion : APPROVED

3akmouenue: OJJIOBPEHO

Prepared by /
IToarorosieHo: p
Pravesh Rana -

Checked by /
[Tpoeepeno: Pardeep Kumar

.

Approved by: Manager/Executive/
Opo6peno: Menemkep / Pykosoaurens
Amit Kumar

=

Reprint Date:.
Jara: 12.07.2023

Reprint Date:
Hara: 12.07.2023

Reprint Date:
Hata: 12.07.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUD®HKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Ta61eTKH, NOKPHIThIE MIeHO4HO#H 060.104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne

: V2301147

Batch Quantity / O6sem maptuu : 776.00 Kg

040001955771

Analytical Report No / Ananurndeckuii oryer N :

Date of Analysis / [lata ananusa: 12.07.2023

Date of Manufacture / Jlata npousBoacTsa : Jun.2023

Date of Expiry / Cpok rogaoctu : May.2028

Analysis performed according ND / Ananus nposeaen no HJI: TIN011252/01-160123

4 |Disintegration /

PacnanaemMocTb

07 min 54 sec / 07 muH 54 cek

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
Pacreopenue

97 % To 100 %

100 % to 104 %

Not less than 70% (Q) of CuiHis02
(Tbuprofen) after 30 min /

He wMenmee 70 % (Q)
(ubynpoden) yepes 30 MUH
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napaueramodn) yepe3 30 MuH

Ci3Hi30,

CsHoNO;

Remarks : The Product conforms to ND/
IIpuméuyanue: IpoaykT cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akarouenne: OJOBPEHO

Prepared by /
[ToarorosneHo:
Pravesh Rana 2

Checked by /
[Tpoeepeno: Pardeep Kumar

3

Approved by: Manager/Executive/
Ono6peno: Menemxkep / Pykosoautens
Amit Kumar | - N

Reprint Date:.
Jara: 12.07.2023

Reprint Date:

JaTa: 12.07.2023

Reprint Date: '

Hara: 12.07.2023

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

CIN: L85195AP1984PLC004507
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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS yww.drreddys.com
CEPTUPUKAT AHAJIM3A
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- |Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabieTky, NOKPHITHIE INIEHOYHOI 06004 K0H, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2301147

Batch Quantity / Oonem naptum : 776.00 Kg

Analytical Report No / AHajanTu4yeckuii oryer No :

040001955771

Date of Analysis / /laTa ananuza: 12.07.2023

Date of Manufacture / [lata npoussogctsa : Jun.2023

Date of Expiry / Cpok roasocTs : May.2028

Analysis performed according ND / Auanu3s nposeges no HJ: I1 N0O11252/01-160123

6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusM HJL

PoacteeHHble npumecn - not more than 0.005 % /
Method 1/ Meron 1 4-amunodeHoN (MpuMech napaueTaMmorna)
- »e 6oiee 0,005 %
Method 2 / Meton 2 0.02% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jio6ast eNHUYHAS NpUMECh
(ubynpodeHa Wy mnapaneTamosa) - He
6onee 0,3 %
Total impurities (Method 14+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceit (Meroa 1 + Merton 2)
- He bonee 0,7 %
9 |Water/Bona 1.8% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmwovyenne: OJJOBPEHO

Prepared by /
IloarorosJjeHo:
Pravesh Rana

4

Checked by /
[Tpoepeno: Pardeep Kumar

Approved by: Manager/Executive/
Onobpeno: Menemkep / Pykosoaurens
Amit Kumar ‘(&

e
_-’-’//

Reprint Date:.
Hara: 12.07.2023

Reprint Date:
Hara: 12.07.2023

Reprint Date:
JaTa: 12.07.2023

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 ":’.

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 wwwdrreddys.com
CEPTU®UKAT AHAJIU3A

Page4 of 6/ CTp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, Ta61eTKH, NOKPBITHIE NIeHOYHOI 060/104K0id, 400 Mr + 325 mr
Batch No / Cepus Ne : V2301147 Batch Quantity / O6bem naptun : 776.00 Kg
Analytical Report No / AHanuTu4yeckuii oTyer Ne : Date of Analysis / /laTa ananusza: 12.07.2023
040001955771
Date of Manufacture / lata npon3goacrea : Jun.2023 |Date of Expiry / Cpok rognocru : May.2028
Analysis performed according ND / Ananus nposeaen no HJI: IT N011252/01-160123
10 |Uniformity of dosage
units /
OaHOpPOAHOCTH Acceptance value (AV) should be not
JIO3UPOBAHUS 33 more than 15.0 /
- Ibuprofen /ubynpoden IMokazarens npuemneMoctd (AV) nonkeH
ObITH He 6onee 15,0
- Paracetamol/ 1.8 Acceptance value (AV) should be not
napaneTamon more than 15.0 /
[Tokazatenb npuemyieMoctd (AV) nomxeH
ObITh He Oonee 15,0
11 |Microbiological purity /
Mukpobuonoruueckast
yucrorta*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
O61ee uucio
adpOOHBIX
MHKPOOpPraHH3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob1ee yucno
JEPOMOKEBBIX U
IUICCHERBIX TPUOOB NA
¢) E. coli Shall be absent in 1g / OtrcyrcTBUE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cooteTcTByeT Tpebopanuam HJI | 3axmodenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
ITogrotoBneno: [IpoeepeHo: Pardeep Kumar Ono6peno: Menemyep / Pykooautens
Pravesh Rana E Amit Kumar {" ;\.-},,
Reprint Date:. Reprint Date: Reprint Date:
Harta: 12.07.2023 Hara: 12.07.2023 Hara: 12.07.2023

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, IND}A
Tel : 491 98166 56001-02

CEPTUPHUKAT AHAJIU3A

Page Sof 6/ Crp. 5136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, Ta6aeTKH, MOKPbITHIE MJIeHOYHOi 060/104KOil, 400 Mr + 325 mMr
Batch No / Cepnsa Ne : V2301147 Batch Quantity / O6bem naprun : 776.00 Kg
Analytical Report No / Ananutuyeckuii oTyer Ne : Date of Analysis / JaTa anaan3za: 12.07.2023
040001955771
Date of Manufacture / JJata npoussoactsa : Jun.2023 [Date of Expiry / Cpok roagnoctu : May.2028
Analysis performed according ND / Ananu3s npoeeges no HJI: IIN011252/01-160123
12 |Assay/ 388.6 mg/388.6 mr From 360.0 to 440.0 mg of Ci3HisOq
KonuyecTsenuoe (Ibuprofen) per tablet /
onpeneyeHue Ot 360,0 mr mo 440,0 mr Ci3HisOq
(ubynpodeHn) B TabneTke
330.37 mg/ 330.37 mMr From 292.5 to 357.5 mg of CsHyNO:
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CsHoNO:
(mapaiieramod) B TabneTKe
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 |in a carton. / [To 10 Tabnerox B IIBX/Al
tabnerok B [IBX/Al 6aucrep. [To 1 |6nuctep. ITo 1, 2 unu 20 6aucrepos B
OnicTepy B MadKy KapTOHHYIO |Nadky KapTOHHYHO BMECTe c
BMECTE C  MHCTPYKUMEH 1O |HHCTPYKLHEH IO MPUMEHEHHIO.
NIPUMEHEHHUIO.
14 | Labeling / MapkupoBka| According to ND. / B coorBerctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHnenue [Tpu Temneparype He Bbiule 25 °C.
16 | Shelflife / Cpox 5 years / 5 ner
TOJHOCTH

* 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. / IIpoBOAHTCS IPOM3BOAMTENEM NPU
BBIITYCKE MEPHONMUECKHU: IS Kakao# 20-oi cepun niv He MeHee 1 pasa B roa. ITokasatens MoxeT ObITh
He BKJIIOYEH B CepTUGMKAT aHaM3a pUpMBbl

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cootBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Hata: 12.07.2023

Hara: 12.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosieHo: ] ITposepeno: Pardeep Kumar | Ono6peno: Menemuep / PykoBoaurens
Pravesh Rana . L cﬁf Amit Kumar N :\’; .
Reprint Date:. Reprint Date: Reprint Date:

Hara: 12.07.2023

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: ma
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s “:‘.

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

CEPTHOHKAT AHAJIHN3A

Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, TabJieTKH, NOKPBIThIE MJIeHOYHOI 000a04koi, 400 mr + 325 mr

Batch No / Cepust Ne : V2301147

Batch Quantity / O6bem naptuu : 776.00 Kg

040001955771

Analytical Report No / AnanuTH4eckuii oryer Ne :

Date of Analysis / lata amanm3a: 12.07.2023

Date of Manufacture / /laTa npoussoacrsa : Jun.2023

Date of Expiry / Cpok rogaocrn : May.2028

Analysis performed according ND / Auanus nposeaen no HJI: TIN011252/01-160123

API name (INN) /

Homep cepun cy6cTaHmmu
npousBoautesn I'JIdP:

Hamnvenosanmue A®C (VIHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepun npou3BoguTe.Isi PIBM230101 1306/22-23

ADC:

FP Manufacturer API Batch

number / FEQA00185 FEQA00187

API Manufactured by & country /
IIpousBoautess APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®dapma Caitencus Jlumuren,
Hupus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpumna
®apmackrotukanc Jita., Uanus

Remarks :

The Product conforms to ND/
Ipumeuanne: [IpoayKT cOOTBETCTBYET TPEOOBAHUAM HI[

Opinion : APPROVED
3akmoyenue: OJIOBPEHO

Prepared by /
IToarorosneHo:
Pravesh Rana

i

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive/
OnobpeHo: MeHemKep / PyKOBOIlI/ITeJ'IB

Amit Kumar
.ff_

Reprint Date:.
Harta: 12.07.2023

QL;”
Reprint Date:

Jara: 12.07.2023

Reprint Date:
Hara: 12.07.2023

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
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