Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUPUKAT AHAJHU3A

Page10f 6/ Ctp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyxanH®, TabaeTkH, IOKPbITHIE MIeHOYHOH 000104K0ii, 400 mMr + 325 mr

Batch No / Cepus Ne : V2301253

Batch Quantity / O6bem nmapTun : 769.95 Kg

040001986843

Analytical Report No / AHanuTHueckHii oTueT Ne :

Date of Analysis / laTa ananu3za: 24.07.2023

Date of Manufacture / [{laTa npou3zBogcrsa : Jun.2023

Date of Expiry / Cpok rogroctn : May.2028

Analysis performed according ND / Ananu3 nposeges mo H/: TI N011252/01-160123

Ne  |Test/ Iloka3zaTenan

Results/ Pe3yabTathl

Specification / Hopma

1 [Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KamncynoBuaHOi (GOpMBI, MOKpPHITHIC
IJIEHOYHOH 000JIOUKOH OpaHXeBOro
L[BETa, C PUCKON Ha OJHOH CTOpOHE;
Ha [MOMEPEeYHOM paspe3e — sApo
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancyJoBHAHOH  GOpMBI,  TOKPBITHIE
IUIEHOYHOH  000J04KOii  OpaHXKeBoro
1IBETa, C PUCKOH Ha OJHOU CTOpOHE; Ha
[OMEPEHYHOM paspesze — sapo Genoro uim
nouTy 6eyioro BeTa.

2 |Identification /
ITogmunHoOCTE

Complies as prescribed/
CoOTBeTCTRYET

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 ynepxuBaHus OCHOBHbBIX ITHKOB
Ha XpoMarorpamme HCIIBITYEMOTO
pacTBopa  JOIDKHBl  COOTBETCTBOBAThH
BpEMEHAM  YJCpP)XHMBaHHS MHKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHIApPTHBIX
obpasuoB ubynpodeHa M mapaleTamona
(pazzen «KonuuecTBeHHOE
OMpeacIICHHEY)

3 |Average tablets weight
CpenHsis Macca
TabneTox

972.5 mg/972.5 mr

From 9409 mg 999.1
(970.0 mg += 3.0 %) /
Or 9409 wr

(970,0 Mr + 3,0 %)

to mg

999,1 MT

A0

Remarks : The Product conforms to ND/
IIpumeyanne: IIpoaykr cooTBercTByeT TpeboBaHusam HJ|

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hata: 24.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroTorneHo: IIpoeepeHo: Pardeep Kumar | Opo6peno: Menemxkep / PYKO.?O,IIHTBJTB
Shivani E Manoj Kumar r" A

Reprint Date:. Reprint Date: Reprint Date:

Jata: 24.07.2023

Hara: 24.07.2023

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: L85195AP1584PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Batch No / Cepusi Ne

1 V2301253

Hoyxanu®, TabaeTkn, NOKpLITHIE ILIEHOYHOH 060J1049K0i, 400 Mr + 325 Mr
Batch Quantity / O6bem maptuu : 769.95 Kg

040001986843

Analytical Report No / AHanuTnyeckuii or4yer Ne :

Date of Analysis / JlaTta ananu3a: 24.07.2023

Date of Manufacture / lata npousBoacrea : Jun.2023

Date of Expiry / Cpok rogsoctn : May.2028

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

4 |Disintegration /
Pacmanaemocts

07 min 25 sec/ 07 muH 25 cex

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
PactBOpeHune

97 % To 100 %

97 % t0 102 %

Not less than 70% (Q) of C;3H0;
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) yepes 30 MuH
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He w™enmee 70 % (Q)
(mapaueramon) yepes 30 MuH

Ci3Hi150;

CsHoNO;

Remarks : The Product conforms to ND/
Hpumeuanne: [lpoaykr coorsercryet TpeGopanusam HJI

Opinion : APPROVED
3akarouenne: OJJOGPEHO

Jara: 24.07.2023

Jlata: 24.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarororneHo: x IIpoepeno: Pardeep Kumar OnobpeHo: MeHemkep / Pykosoaurens
Shivani 1/ (i/ Manoj Kumar @/j

- w
Roprint Datoe:. Reprint Date: Repriut Dale.

Hara: 24.07.2023

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: L85195AP1584PLC004507
www.drreddys.com
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CEPTHOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

N6ykaun®, TaGneTkH, NOKPBITHIE IIEHOYHO# 060a04Koi, 400 Mr + 325 mr

Batch No / Cepust No: V2301253 Batch Quantity / O6bem naptuu : 769.95 Kg

040001986843

Analytical Report No / AHajanTu4Yeckuii oT4eT No :

Date of Analysis / JlaTa ananu3za: 24.07.2023

Date of Manufacture / Jlata npouspogcrsa : Jun.2023

Date of Expiry / Cpok rognoctn : May.2028

Analysis performed according ND / Anasin3 npoBenen mo HJ/I: T N011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

PoncteeHHEBIE TPUMECH - not more than 0.005 % /

Method 1/ Meton 1 4-amuHodeHoN (TpUMech NapaneTaMmora)
- "e 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eAUHUYHAS NIPUMECH
(ubynpodena WM HapaneramMona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
CymmMa npumeceii (Mertop 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Bona 1.7% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanne: [IpoaykT cooTBeTcTByeT TpeboBanusaM HJI

Opinion : APPROVED
3aknouenne: OJJOBPEHO

Hara: 24.07.2023

Jata: 24.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IoarorosneHo: /h/ [posepeno: Pardeep Kumar Opo6peno: Menemxep / PykoBoaurennb
Shivani f Manoj Kumar W

Reprint Date:. Reprint Date: Reprint Date:

Hara: 24.07.2023

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: L85195AP1584PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykIuH®, TabneTKk, MOKPHITHIE IIEHOYHOI 000104K0H, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301253

Batch Quantity / O6bem naprTun : 769.95 Kg

Analytical Report No / ArannTudeckuii oryer Ne :
040001986843

Date of Analysis / laTta ananuza: 24.07.2023

Date of Manufacture / lata npoussogctsa : Jun.2023

Date of Expiry / Cpok rogaoctu : May.2028

Analysis performed according ND / Ananu3 nposesen mo HJ: ITN011252/01-160123

¢) E. coli

10 |Uniformity of dosage
units /
OnHOpPOAHOCTH Acceptance value (AV) should be not
JIO3UPOBAHHUS 0.7 more than 15.0 /
- Ibuprofen /ubynpoden Iokazarenb npuemiaeMocty (AV) gomkeH
OBITH He 6oiee 15,0
- Paracetamol/ 0.7 Acceptance value (AV) should be not
napareTamorn more than 15.0 /
INokazatens npuemaeMoctd (AV) 10keH
65ITh He 6oee 15,0
11 |Microbiological purity /
Mukpobuonoruaeckas
yucrora*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O61wee yucio
a3pobHBIX
MHKPOOPTaHU3MOB
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6onee 100 KOE/r
/ Ob1Liee yucio
JPOXOKEBBIX U
MIJIECHEBBIX TPUOOB NA

Shall be absent in lg / OrcyrcTBHE B
1r )

Remarks : The Product conforms to ND/
ITpumeuanmne: [IpoaykT cooTBeTCTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmogenue: OJOBPEHO

JHara: 24.07.2023

Prepared by / Checked by /
[oxarorosneHo: )17/ [TpoBepeno: Pardeep Kumar
Shivani { Oﬁ”'
Reprint Date:. Reprint Date:

Jara: 24.07.2023

Approved by: Manager/Executive/
OnobpeHo: Menemxkep / Pykosoaurenb
Manoj Kumar ‘

e

Reprint Date:
Jara: 24.07.2023

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: L85195AP1584P1C004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUOHUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Ta61eTKH, NOKPBITHIE MIEHO4YHOMH 060J104K0if; 400 Mr + 325 mr

Batch No / Cepust Ne : V2301253

Batch Quantity / O6bem maptuu : 769.95 Kg

040001986843

Analytical Report No / AHaquTHYecKHi oTyeT Ne : Date of

Analysis / Jlata ananuza: 24.07.2023

Date of Manufacture / Jlata npouzBoactpa : Jun.2023 |Date of

Expiry / Cpok rogaocts : May.2028

Analysis performed according ND / Auasnu3 nposenen mo HJI: I1 N011252/01-160123

12 |Assay/
KonnuectBeHHOE
onpeaeneHue

400.6 mg / 400.6 Mr

328.57 mg/328.57 mr

From 360.0 to 440.0 mg of Ci3Hi30:
(Ibuprofen) per tablet /

Or 360,0 MIrT Ao 440,0 MI° C13H1302
(ubyrpoden) B Tabnerke

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

Or 2925 mr go 357,5 mr CsHoNO;
(nmapaneramon) B TabneTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6mucrep. Ilo 1
6nictepy B Madyky KapTOHHYIO
BMECTE C  HHCTpYKUUEHd 1O
IPUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B IIBX/Al
6iuctep. Ilo 1, 2 unmu 20 6aucTepoB B
naukKy KapTOHHYIO BMECTE c
HHCTPYKIMel 10 NPUMEHEHHIO.

14 | Labeling / MapxupoBka

According to ND. / B cootBerctBus ¢ HJL.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHne IIpu Temnepatype He Boile 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 net
TOAHOCTH

* 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. / IIpooauTcs MpoU3BOAMTENEM IIPU
BBINYCKE TIEPUOAMYECKH: I Kakmod 20-0#i cepuu win He MeHee 1 pasa B rof. [Tokasarenb MOXeT ObITh
He BKJIFOYCH B CepTH(HKAT aHaK3a GUPMEI

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axmwuenue: OJOBPEHO

Prepared by / } —
[

Checked by /

Approved by: Manager/Executive/

Hara: 24.07.2023

Hara: 24.07.2023

[ToarorosieHo: [TpoeepeHo: Pardeep Kumar Onobpeno: Menemxep / Pykosoaureiib

Shivani Manoj Kumar ) ﬁ /
d';,’ (ML L'

Reprint Date:. Reprint Date: Reprint Date:

Jara: 24.07.2023

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: L85195AP1584PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkauu®, TabaeTKH, NOKPHITHIE MJIEHOYHOH 00010uK0i, 400 Mr + 325 Mr

Batch No / Cepusa No : V2301253

Batch Quantity / O6bem mapTun : 769.95 Kg

040001986843

Analytical Report No / AnanuTn4yeckuii order No :

Date of Analysis / [laTa ananuza: 24.07.2023

Date of Manufacture / laTta npouzBoactsa : Jun.2023

Date of Expiry / Cpok rogaoctu : May.2028

Analysis performed according ND / Anann3 npoeegen mo HJI: T1 N011252/01-160123

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

Ibuprofen / Ubynpoden

Paracetamol / [Tapaneramon

API manufacturer batch number /
Homep cepun npon3BoauTeIs
ADC:

PIBM230149

5045/22-23

FP Manufacturer API Batch
number /

Homep cepun cy6ecTaHIUH
npoussoauTens I'JID:

FEQA00217

FEQAO00189

API Manufactured by & country /
IIponssogurens ADPC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa 3xTuB
®apma Caiiencus Jlumuren,
Unnus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuuina
®apmackrotukanc Jta., Uanus

Remarks : The Product conforms to ND/
Ilpumeuanue: Ipoaykr cooTBercTByeT TpeboBannsam HJJ

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarororneHo: /)1/ IIpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoauTens
Shivani . .

ivani ( Manoj Kumar M
Reprint Date:. Reprint Date: Reprint Date:
Jara: 24.07.2023 Hara: 24.07.2023 Jata: 24.07.2023

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