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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykaun®, Ta61eTKH, IOKPbIThIE IIEHOYHO# 060/104K0i, 400 mMr + 325 mr

Batch No / Cepust Ne : V2301721

Batch Quantity / O6bem maptun : 776.0 Kg

Analytical Report No / Ananutu4yeckuii oruer Ne :
040002106144

Date of Analysis / laTa ananza: 15.09.2023

Date of Manufacture / Jlata npousBoacrsa : 08/2023

Date of Expiry / Cpok rogsoctH : 07/2028

Analysis performed according ND / Ananus nposesen no HJI: [T N011252/01-160123

No  |Test/ Iloka3zaTenan Results/ PesyasTaThl Specification / Hopma
1 |Description/ Omucanue |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../  Tabnetku|core at the cross-section. / Tabnerku
KATCyJNOBHAHOH (DOPMBI, MOKPHITHIE|KANCYTOBUAHOR  (OPMBI,  MOKPBITHIE
TJIEHOYHOH 06O0IOYKOM OpaHKEeBOro|IICHOYHOH — OOOJIOUKOM  OpaHKEBOTO
1IBETa, C PUCKOM HAa OJHOW CTOPOHE;|LIBETA, C PUCKOM Ha OJHOH CTOpOHE; Ha
Ha TOMEPEYHOM paspe3e — sApO|MOoNepedHoM paspese — sapo Gesoro unu
6eroro nBeTa. noutH H6enoro UBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IoTHHHOCTE CoOTBETCTBYET 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) /
BpeMmeHa ynep)KHBaHHsS OCHOBHBIX MHMKOB
Ha XpoMmarorpaMme UCTIBITYEMOTO
pacTBopa  [OJDKHBl  COOTBETCTBOBATh
BpEMEHaM  YACP)KUBaHHMA IIMKOB Ha
XpOMAaTorpaMMe pacTBOpa CTaHJapTHBIX
obpasuoB ubynpodeHa M mapaileTamosna
(paznen «KonuyecTeHHOE
OTPENETIEHUEY)
3 |Average tablets weight 969.9 mg/ 969.9 mr From 9409 mg to 9991 mg
CpenHsis Macca (970.0 mg £+ 3.0 %) /
TabeTOK Ot 940,9 MI' 10 999,1 MI

(970,0 mr + 3,0 %)

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykt cooTBeTcTBYET TpeboBaHUAM HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Hara: 15.11.2023

Jara: 15.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IloarorosieHo: [TpoeepeHo: Santosh Kumar Ono6peno: Menemxep / PykosoauTens
Rama kant M&J&; Maurya Manoj Kumar JF

. e
Reprint Date:. Reprint Date: Reprint Date:

Jara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

C!IN: L85155AP1984PLCO04507
www.drreddys.com
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Product: Ibuclin, fil

m-coated tablets, 400 mg + 325 mg

NG6ykaun®, Tab/1eTKH, NOKPLITHIE ILIEHOYHOI 060/104K0#, 400 Mr + 325 Mr

Batch No / Cepus Ne

: V2301721

Batch Quantity / O6nem naptun : 776.0 Kg

040002106144

Analytical Report No / AnaauTuyeckuii oryer Ne :

Date of Analysis / laTa ananau3a: 15.09.2023

Date of Manufacture / Jlata nponsBoactsa : 08/2023

Date of Expiry / Cpok rognoctu : 07/2028

Analysis performed according ND / Auaau3s npoeezer mo H/: IT N011252/01-160123

PactBopenue

96 % to 100 %

4 |Disintegration / 07 min 07 sec/ 07 mun 07 cek | Not more than 30 min /
Pacnanaemocts He 6onee 30 Mun
5 |Dissolution / 96 % To 102 % Not less than 70% (Q) of CisHi3O:

(Tbuprofen) after 30 min /

He wmenmee 70 % (Q)
(ubynpoden) uepes 30 MUH
Not less than 70% (Q) of CgHoNO;
(Paracetamol) after 30 min /
He wmenmee 70 % (Q)
(mapaueramon) uepe3 30 MUH

Ci3Hi302

CsHoNO,

Remarks : The Pro

duct conforms to ND/

IIpumeuanue: IIpoaykr cootBercrByeT TpeboBanusm HJL

Opinion : APPROVED
3akarouenue: QJJOBPEHO

Prepared by /
IToarorosieHo:

Rama kant W

Checked by /
[Tpoeepeno: Santosh Kumar

Maurya Qg

Approved by: Manager/Executive/
Ono6peHo: Menemkep / PykoBoauTens
Manoj Kumar i

Reprint Date:.
Harta: 15.11.2023

Reprint Date:
Hara: 15.11.2023

Reprint Date:
Jara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@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
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MO6ykauH®, Ta6JeTKH, MOKPBIThIE INIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301721

Batch Quantity / O6bem nmaptun : 776.0 Kg

040002106144

Analytical Report No / Ananutnyeckuid oT4er Ne :

Date of Analysis / laTta ananu3a: 15.09.2023

Date of Manufacture / lTata npousBogctsa : 08/2023

Date of Expiry / Cpok roasoctn : 07/2028

Analysis performed according ND / Auann3 nposegen mo HJI: TI N011252/01-160123

6 |Related substances /
PoacTBeHHBIE TpEMECH
Method 1/ Meton 1

Method 2 / Meton 2

6.0001%

Below BDL (BDL= 6983) / Huxe
Mopora perucTpauvu

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

4-amurO(eHo (MpUMech NapaneTamona)
- He Gonee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //

(ITP =6983) JTrobas eIMHUYHAS NpHMeCh
(ubynmpodeHa WM napaneTamosna) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
Cymma npumecet (Metox 1 + Merton 2)

0.0001% - ge 6onee 0,7 %
9 [Water/ Bona 1.8% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Jara: 15.11.2023

Hata: 15.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: U)J\ [MpoBepeno: Santosh Kumar Onobpeno: Menenxep / Pykopoaurenb
Rama kant W Maurya Manoj Kumar '

ol L
Reprint Date:. Reprint Date: Reprint Date:

JHata: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

UO6ykauH®, Tab1eTKH, NOKPBITHIE INIEHOYHOoi 060104K0#, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2301721

Batch Quantity / O6nem napTuu : 776.0 Kg

Analytical Report No / AnanuTudeckuii oT4yer Ne :

040002106144

Date of Analysis / JlaTa anaauza: 15.09.2023

Date of Manufacture / JlTata npoussoacrsa : 08/2023

Date of Expiry / Cpox rognoctn : 07/2028

Analysis performed according ND / Ananu3 npoBegen mo HJ{: IIN011252/01-160123

10 |Uniformity of dosage

units /

OnHOpPOAHOCTD Acceptance value (AV) should be not

JIO3UPOBAHUSA 0.9 more than 15.0 /

- Ibuprofen /ubynpoden ITokazaTens npuemyneMocTs (AV) nomkeH
O5ITh He Oonee 15,0

- Paracetamol/ 0.9 Acceptance value (AV) should be not

napaneTaMmont more than 15.0 /
IMokasaTens npuemneMocty (AV) nomkeH
651TH He 6onee 15,0

11 |Microbiological purity /

Mukpobuonornyeckas

yucrota*

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

microbial count / He 6onee 1000 KOE/r

Ob1ee yucio

a’poBHBIX

MHKPOOPraHU3MOB

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

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

/ Ob1ee uucio

JPOAKEBBIX U

IJIECHEBBIX TPHOOB

c) E. coli NA Shall be absent in l1g / OtcyrcTBHE B
lr

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipoaykr coorercTByeT Tpeboanusam HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: [Tpoeepeno: Santosh Kumar Onobpeno: Menenxep / Pykogonurens
Rama kant @W Maurya (R~ Manoj Kumar @f ﬁ

Reprint Date:. Reprint Date: Reprint Date:

Jarta: 15.11.2023 Jara: 15.11.2023 Hara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@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
Tel : 491 98166 56001-02

CEPTUO®HUKAT AHAJIM3A

Page 5 0of 6/ CTp. 543 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKkaun®, TabeTKH, NOKPHITHIE JIEHOYHOH 060104K0ii, 400 M + 325 mMr

Batch No / Cepust Ne : V2301721

Batch Quantity / O6bem naprtun : 776.0 Kg

040002106144

Analytical Report No / AnanuTuyeckuii oTdeT Ne : Date of

Analysis / JaTa ananuza: 15.09.2023

Date of Manufacture / lata npoussoacta : 08/2023  |Date of

Expiry / Cpok rognoctu : 07/2028

Analysis performed according ND / Ananu3s nposegex mo HJI: TIN011252/01-160123

12 |Assay/
KonuuectBeHHOE
olpee/icHHue

393.6 mg/ 393.6 Mr

324.28 mg / 324.28 mMr

From 360.0 to 440.0 mg of Ci3sHisO:
(Ibuprofen) per tablet /

Or 360,0 mr go 440,0 mr CisHisO,
(ubynpoden) B Tabnerke

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

Or 292,5 mr mo 357,5 mr CsHoNO;
(maparieTamod) B TabJyeTKe

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 6xucrep. o 1
Onuctepy B madky KapTOHHYKO
BMECTe C  MHCTpyKuuedl 1o
MPUMEHEHUIO.

10 tablets in PVC/AL blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B [IBX/Al
6muctep. Ilo 1, 2 unu 20 Gnuctepos B
naukKy KapTOHHYIO BMECTe c
HHCTPYKLMEN 110 IPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBerctuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

Xpauenue IIpu Temneparype He Boie 25 °C.
16 | Shelf life / Cpok 5 years /5 net
TOHOCTH

* 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. / [IpooauTcs npou3BoAUTENEM NPH
BBITYCKE MEPUOAUYECKH: s Kaxmoh 20-0# cepun Wi He MeHee 1 pasa B roa. ITokasarens MOXeT ObITh
HE BKJIFOYEH B cepTUdHKAT aHATM3a QHPMBI

Remarks : The Product conforms to ND/
IIpumeuanue: IIpofyKT coorBeTCTBYET TpeboBaHusM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[ToaroTosneHo:

Rama kant - %W/j\

Checked by /
ITpoeepeHo: Santosh Kumar
Maurya

A—

Approved by: Manager/Executive/
Ono6peHo: Menemxep / PykoBoaureb
Manoj Kumar

Reprint Date:.
Hara: 15.11.2023

Reprint Date:
Hata: 15.11.2023

Reprint Date:
Jlara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC0O04507
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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

CEPTH®UKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HO6ykanH®, Ta61eTKH, HOKPBITHIE ILIEHOYHOI 000J104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne: V2301721

Batch Quantity / O6bem naptTun : 776.0 Kg

040002106144 |

Analytical Report No / AHasnTHuecknii oTder Ne :

Date of Analysis / JaTa ananu3a: 15.09.2023

Date of Manufacture / lata npousBoacrea : 08/2023

Date of Expiry / Cpox rogaocrs : 07/2028

Analysis performed according ND / Ananu3s nposeaen no HJ: I1 N011252/01-160123

API name (INN)/
Hanmenopanne A©C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapateramon

API manufacturer batch number /
Homep cepun npon3BoaHTe IS
ADC:

PIBM230171

5046/22-23, 4056/23-24

FP Manufacturer API Batch
number /

Homep cepun cy6cranuuu
npoussoaurens I'JID:

FEQA00295

FEQA00190, FEQA00241

API Manufactured by & country /
IIpouzsopurens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®dapma Caiiencus Jlnmuren,
WUnnus

Sri Krishna Pharmaceuticals Ltd.,
India / 1lpu Kpumna
®apmaceiotrkanc JIta., Muaus

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt cooTBeTcTBYeT TpebopanuaM HJI

Opinion : APPROVED
3axmouenne;: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IloarorosneHo: [Iporepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoaurens
Rama kant w Maurya J Manoj Kumar :

— ¥ LA
Reprint Date:. Reprint Date: Reprint Date:
Jara: 15.11.2023 Hara: 15.11.2023 Hata: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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