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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
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CEPTH®HKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxaun®, TabieTkd, NOKPBITHIE I1eHOYHOI 0601049K0#, 400 Mr + 325 mr

Batch No / Cepns Ne: V2301722

Batch Quantity / OobeM napTum : 765.6 Kg

040002107181

Analytical Report No / AHanuTH4YecKHi oTder Ne :

Date of Analysis / laTa ananu3za: 15.09.2023

Date of Manufacture / lata npousBoacrsa : 08/2023

Date of Expiry / Cpok rognocrs : 07/2028

Analysis performed according ND / Anasu3 nposesen mo HJI: [T N011252/01-160123

Ne  |Test/ IToxazaTennb

Results/ Pe3yJjbTaThl

Specification / Hopma

1 [Description/ Omncanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabnerku
KaICyJOBUAHOH (POpPMBI, IOKPBITEIE
IUTEHOYHOH 000NOYKOH OpaHKEBOro
1BeTa, C pHCKON Ha ONHOH CTOPOHE;
Ha TIONEPEYHOM paspese — sAApo
6enoro npera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnetku
KAICYJIOBUAHOH  (GOpMBL,  MOKPHITHIE
IUIEHOYHOH  OOOJNOYKOH  OpaHXeBOro
liBeTa, C PUCKOM Ha ONHOW CTOpPOHE; Ha
TonepeyHoM paspese — AApo 6enoro uim
nouTH 6eoro BeTa.

2 |Identification /
ITogmuHHOCTH

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) /

BpeMena ynepxuBaHHsl OCHOBHBIX ITHKOB

Ha XpoMarorpamMme UCIBITYEMOI'O
pacTBOpa JOJIDKHBI COOTBETCTBOBATH
BpEMCHaAM YACPKUBAHUA  ITMKOB Ha

XpoMaTorpaMMe pacTBOpa CTaHIApTHEBIX
o0pasioB uOynpodeHa M mapaueTamona

(pasmen «KonuuecTBeHHOE
onpeieIeHNE»)
3 [Average tablets weight 967.0 mg / 967.0 mr From 9409 mg to 999.1 mg
Cpennsist Macca (970.0 mg + 3.0 %) /
TabneTok Ot 940,9 MI' OO 999,1 MT

(970,0 mr = 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykTt coorBeTcTBYET TpeboBaHusM HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToarorosieHo:
Pravesh Rana

Checked by /
ITpoeepeHo: Santosh Kumar

Maurya @&

——

Approved by: Manager/Executive/
Ono6peno: Menemxep / Pykosoaurens
Manoj Kumar '

Reprint Date:.
Hara: 01.12.2023

Reprint Nate:
Jara: 01.12.2023

Reprint Date;
JHata: 01.12.2023

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, Baddli,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS 1 drreddys.com
CEPTH®HUKAT AHAJIA3A

Page2 of 6/ CTp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykaun®, TabaeTKH, IOKPbIThIE IJIeHO4HO# 060104K0#, 400 Mr + 325 mr

Batch No / Cepns Ne : V2301722

Batch Quantity / O6bem mapthu : 765.6 Kg

040002107181

Analytical Report No / AHanuTH4Yeckui oTyer Ne :

Date of Analysis / JTaTta ananuza: 15.09.2023

Date of Manufacture / Jlata npousBoacrsa : 08/2023

Date of Expiry / Cpox rogsoctn : 07/2028

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

4 |Disintegration /
PacniagaemocTb

06 min 06 sec/ 06 muH 06 cex

Not more than 30 min /
He 6onee 30 Myt

5 |Dissolution /
PactBOpenue

98 % To 101 %

97 % to 101 %

Not less than 70% (Q) of CizHisO»
(Ibuprofen) after 30 min /
He wMenee 70 % (Q) CiHisO:2
(ubynpoden) uepes 30 MUH
Not less than 70% (Q) of CsHyNO;
(Paracetamol) after 30 min /
He wMenee 70 % (Q) CsHoNO;
(mapauetamodn) yepe3 30 MUH

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoayKT cooTBeTcTByeT TpeboBanusam HJI

Opinion : APPROVED
Zakmouenue: OJJIOBPEHO

Prepared by /
IloarorosneHo:
Pravesh Rana

R

Checked by /
[poBepeHo: Santosh Kumar

Maurya m;

"

Approved by: Manager/Executive/
Ono6peno: Menenxep / Pykosoaurens
Manoj Kumar

Reprint Date:.
Jarta: 01.12.2023

Reprint Dato:
Hara: 01.12.2023

Poprint Date:
Hara: 01.12.2023

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
Tel : +91 98166 56001-02

CEPTUOHKAT AHAJTH3A

Page3of 6/ Ctp.3u36

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, Tab/eTKH, NOKPLIThIE MIeHOUHO# 000/104K0ii, 400 mr + 325 Mr

Batch No / Cepus Ne : V2301722

Batch Quantity / O6nem naptun : 765.6 Kg

040002107181

Analytical Report No / AHasnTHYecKui oTyer No :

Date of Analysis / laTa ananu3a: 15.09.2023

Date of Manufacture / Jlata uponsBojcrsa : 08/2023

Date of Expiry / Cpok roanoctn : 07/2028

Analysis performed according ND / Anann3 nposeen mo HJI: I1 NO1 1252/01-160123

6 |Related substances /
PoxcTeeHHBIE IPUMECH
Method 1/ Meton 1

0.0001%

4-aminophenol (paracetamol
- not more than 0.005 % /
4-amuHOGbeHON (PUMECH NapaleTamona)
- He Gonee 0,005 %

impurity)

Method 2 / Merog 2 Below BDL (BDL= 6983) / Huxe |Any individual impurity (ibuprofen or
fopora perucTpanun paracetamol) - not more than 0.3 % //
(I1P =6983) Jobas eIUHUYHAsS IpUMeECh
(ubynpodena wnM TnapaueTamona) - He
ooiee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
Cymma npumeceii (Meton 1+ Meron 2)
0.0001% - e 6oinee 0,7 %
9 |Water/Bopa 1.7% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoayKT cooTBeTcTBYET TpebosanusaM HJ

Opinion : APPROVED
Zaxkmouenue: OOBPEHO

Prepared by /
IloarorosneHo:
Pravesh Rana

Checked by /
ITpoeepeno: Santosh Kumar
Maurya \

—

Approved by: Manager/Executive/
Onobpeno: Menemkep / PykoBoauTeb
Manoj Kumar

Reprint Date:.
Jarta: 01.12.2023

Reprint Date:
Jara: 01.12.2023

Reprint Date:
Jata: 01.12.2023

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




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 . drreddys.com
CEPTH®UKAT AHAJIN3A

Page4 of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKkanE®, TabaeTKH, IOKPHITHIE ILIEHO4HOi 000104K0#H, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301722

Batch Quantity / O6bem mapTuu : 765.6 Kg

040002107181

Analytical Report No / AnaquTnuecknii oryer Ne :

Date of Analysis / laTa ananm3a: 15.09.2023

Date of Manufacture / Jlata npousBoacrsa : 08/2023

Date of Expiry / Cpok roanocty : 07/2028

Analysis performed according ND / Anajun3 H_pOBEllBH mo HJ: TI NO11252/01-160123

10 |Uniformity of dosage

units /

OaHOPOAHOCTH Acceptance value (AV) should be not

JO3UPOBAHUS 1.9 more than 15.0 /

- Ibuprofen /ubynpoden TMokazatens npuemnemMocTu (AV) gonkeH
OLITE He 6oJiee 15,0

- Paracetamol/ 1.7 Acceptance value (AV) should be not

mapaneTamon more than 15.0 /
[Mokazarens npueMiaeMocTd (AV) ToJbkeH
OLITE He bonee 15,0

11 |Microbiological purity /

Mukpobuonoruueckas

yucToTa*

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

microbial count / He 6onee 1000 KOE/r

O61mee uucno

a3pOBHBIX

MHKPOOPTaHH3MOB

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

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

/ Ob1wee yucao

JIPOYKEBBIX U

IJIECHEBBIX IPUOOB

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

1r

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykT coorBercTBYeT TpeboBauusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

JHara: 01.12.2023

Hara: 01.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneHo: [TpoBepeHo: Santosh Kumar Ono6peno: Menemxkep / PykoBoaures
Pravesh Rana Maurya Manoj Kumar

- =
Reprint Nater Reprint Nate: Reprint Date:

Hara: 01.12.2023

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 . drreddys.com
CEPTHOUKAT AHAJIA3A

Page5 of 6/ CTp. 513 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Tab/1eTKH, MOKPbIThIe INIEHOYHOI 0060104K0ii, 400 Mr + 325 mr
Batch No / Cepus Ne : V2301722 Batch Quantity / O6bem maprin : 765.6 Kg
Analytical Report No / AnanuTa4yecknii oryer Ne : Date of Analysis / laTta ananuza: 15.09.2023
040002107181
Date of Manufacture / [ata npou3ssoacrsa : 03/2023  |Date of Expiry / Cpoxk rogsocts : 07/2028
Analysis performed according ND / Anaau3 nposeaen mo HJ: IT NO1 1252/01-160123
12 |Assay/ 393.1 mg/393.1 mr From 360.0 to 440.0 mg of Ci3Hi30:
KonudyecTBeHHOE (Tbuprofen) per tablet /
ornpeaeseHue Ot 360,0 mMr gmo 440,0 mr Ci3HigO,
(ubynpoden) B Tabnerke
323.95mg/ 323.95mMr From 292.5 to 357.5 mg of CgHoNO:
(Paracetamol) per tablet /
Ot 2925 mr go 357,5 mr CsHsNO;
(mapanieramon) 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. / ITo 10 Tabnerox B IIBX/Al
tabnerok B [IBX/Al 6mucrep. [To 1  |6imcrep. Tlo 1, 2 unu 20 6iuctepos B
OnucTepy B NauKy KapTOHHYKO |MayKy KapTOHHYFO BMeECTE c
BMECTE C  MHCTpYKIMeH 10 |HHCTPYKIMEH 10 MPHUMEHEHHIO.
NIPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B coorserctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue [1pu Temneparype He Bbiue 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 ner
TOOHOCTH

* 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. / [IpoBoAKTCS NPOM3BOAUTENEM TIPH
BBITTYCKE MEPHOAMUECKH: JUIs Kaxaol 20-oit cepun uiu He MeHee 1 pasa B rof. Ilokasatens MOXET 6bITH
HE BKJIFOYEH B cepTH(HKAT aHalKu3a QUpPMBI

Remarks : The Product conforms to ND/
ITpumeqanue: [IponykT cooTBeTcTBYeT TpeboBanusam H/L

Opinion : APPROVED
3axmiouenue: OJJOBPEHO

Prepared by /
IloarorosieHo:
Pravesh Rana

/]

Checked by /
IMpogepeno: Santosh Kumar
Maurya

e

Approved by: Manager/Executive/
Ono6peno: Menemxep / Pykosoaurens
Manoj Kumar

Reprint Date:.
Jara: 01.12.2023

Reprint Date:
Jata: 01.12.2023

Reprint Date:
Mara: U1.12.2023

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, Badd;,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS . drreddys.com

CEPTHO®HUKAT AHAJIU3A

Page 6 of 6 / CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoykauH®, Ta6JeTKH, MOKPHIThIE INIeHOYHOH 000.104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301722

Batch Quantity / O6wem naptuu : 765.6 Kg

040002107181

Analytical Report No / AHaauTH4Yecknii oT4eT Ne :

Date of Analysis / lata ananmusa: 15.09.2023

Date of Manufacture / Jlata npouseogcTsa : 08/2023

Date of Expiry / Cpok rogsoctu : 07/2028

Analysis performed according ND / Ananu3 nposeaer mo HJI[: I1 N011252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / Ilapaneramon —‘

API manufacturer batch number /
Howmep cepuu npousBoauTe st
ADC:

PIBM230171

4056/23-24

FP Manufacturer API Batch
number /

Homep cepun cy0cTAHIIHA
npoussoauTens ['JID:

FEQAO00295

FEQA00241

API Manufactured by & country/
Ipouspoautens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caitencus Jlumuren,
Wnaus

Sri Krishna Pharmaceuticals Ltd.,
India / pu Kpuiina
®dapmackrorukanc Jita., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBercTByeT TpeboBanusam HJL

Opinion : APPROVED
3akmnouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IloarorosneHo: [TpoeepeHo: Santosh Kumar Omo6peHo: Menepkep / PykoBonutens
Pravesh Rana Maurya - Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Hata: 01.12.2023 JMata: U1.12.2023 Jata: 01.12.2023

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




