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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoykauH®, TabjeTKH, IOKPBITHIE IUIEHOYHOH 000J04K0i#i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2302492

Batch Quantity / O6bem maptuu : 776.0 Kg

040002360159

Analytical Report No / AHantuTHYecKkHii oT4eT Ne :

Date of Analysis / /laTa ananu3za: 28.12.2023

Date of Manufacture / Jlara nponsBoactsa : 11/2023

Date of Expiry / Cpok rognoct : 10/2028

Analysis performed according ND / Ananus nposegen no H/I: [1 N011252/01-160123

Ne Test / Iloxa3zaTenan

Results/ Pe3yjabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  TaGnerku
KaIcyloBUAHOW (OpMBI, MOKPHITHIE
IUICHOYHOU 000JI04KOH OpaHXKeBOro
1[BETa, C PUCKOH Ha OJHOH CTOpPOHE;
Ha TMONEepPEeYHOM paspe3e — sIpo
6enoro npera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TaOneTku
KalCyJIOBUAHOH  (OpPMBI,  MOKPBITHIE
IUIEHOYHOH  00ONOuKOH  OopaHXKEeBOIro
LBETA, C PUCKOH Ha ONHON CTOpOHE; Ha
NONEepedHOM paspese — SApo 6eyioro Him
oYTH OEJIoro 1BETA.

2 |Identification /
IMopnuHHOCTH

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 ynep>xuBaHusl OCHOBHBIX MHUKOB

Ha XpoMaTrtorpamme HCIBITYEMOI'O
pactBopa JOJDKHBI COOTBETCTBOBATH
BpEMCHaAM YAEPXKHBaHUA MMUKOB Ha

XpOMaTorpaMMe pacTBoOpa CTaHIapTHBIX
obpa3ioB ubympodeHa ¥ napaieraMmona

(pa3gen «KonuyecTBEeHHOE
OIIpeieICHUE))
3 |Average tablets weight 971.0 mg/971.0 Mr From 9409 mg to 999.1 mg
CpenHsis Macca (970.0 mg£3.0 %) /
TabneTox Or  940,9 MI  JI0 999,1 Mr

(970,0 mr £ 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykt coorBeTcTByeT TpeboBanusm HJI

3a

Opinion : APPROVED

kmoyedue: OJOBPEHO

Mara: 28.12.2023

Harta: 28.12.2023

Prepared by / - Checked by / Approved by: Manager/Executive/
[Toarotornexo: f’\ | IIposepero: Santosh Kumar | Ono6Gpeno: Menemxep / PykoBoguteins
Ankit = Maurya Manoj Kumar “)\\ ol

Reprint Date: Reprint Date: Reprint Date:

Jlara: 28.12.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Nayknuu®, TAATETKH, TOKPRITRIE WIEHNTHNA ofinanuknii, 400 mr + 325 mr

Batch No / Cepust Ne : V2302492

Batch Quantity / O6bem maptuu : 776.0 Kg

040002360159

Analytical Report No / AHannTH4eckHii oT4yeT Ne :

Date of Analysis / lata ananunza: 28.12.2023

Date of Manufacture / JlaTa npousBogcrsa : 11/2023

Date of Expiry / Cpok roguoctu : 10/2028

Analysis performed according ND / Anaans nposenen no HJ[: I1 N011252/01-160123

4 |Disintegration /
Pacnanaemocth

05 min 50 sec/ 05 muH 50 cex

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
PactBopenue

96% To 100 %

97 % to 101 %

Not less than 70% (Q) of C;3H;50;
(Ibuprofen) after 30 min /

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

Ci3His0

CsHoNO;

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHusam H]I

Opinion : APPROVED
3akmouenue: OJOBPEHO

Hara: 28.12.2023

Jlarta: 28.12.2023

Prepared by / - Checked by / Approved by: Manager/Executive/
Moaroroeneno: |/ ,l IIposepeno: Santosh Kumar | OmoGpeno: Menemxep / PykoBogmres
Ankit ;’/ "\ _~ | Maurya o Manoj Kumar A b /
Reprint Date: Reprint Date: Reprint Date:

Jata: 28.12.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabJeTKH, HOKPHITHIE IJIEHOYHOMH 000104Kk0H, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302492

Batch Quantity / O6bem napruu : 776.0 Kg

040002360159

Analytical Report No / ApanuTuueckuii orger Ne :

Date of Analysis / Jlata ananuza: 28.12.2023

Date of Manufacture / Jlata npoussoactsa : 11/2023

Date of Expiry / Cpox rogsoctn : 10/2028

Analysis performed according ND / Anasus nposeaen no HJI: IINO11252/01-160123

6 |Related substances / .
PoncTBeHHBIE IPUMECH 0.0002%
Method 1/ Meton 1

Method 2 / Meton 2 0.05%

0.05%

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

4-amuHOGeHoN (IpUMeCh NapaneTamMmona)
- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eMHUYHAS PUMECH
(ubynpodeHa unu mnapaleTamona) - He
6onee 0,3 %

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

Cymma npumeceit (Meron 1 + Meton 2)
- He bonee 0,7 %

9 |Water/Boga 1.4% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

I pumeuanne: [Ipoaykt coorBeTcTBYET TpeboBaHuaM HJI

3akmoyenue: OJOBPEHO

Jara: 28.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosnexo: ﬂ [TpoBepeno: Santosh Kumar | Oxo6peno: Menemxep '/‘Py}cos?,umeﬂb
Ankit 3% Maurya @;E Manoj Kumar \Z‘Bg‘/{ y
Reprint Date: Reprint Date: Reprint Date:

Hara: 28.12.2023

Jlata: 28.12.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyknauH®, Ta0NeTKH, NOKPRITHIE IIeHOYHOH 00010ukoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2302492

Batch Quantity / O6nem nmaptuu : 776.0 Kg

Analytical Report No / AnamaTuyeckunii otyer Ne :
040002360159

Date of Analysis / JlaTa ananu3za: 28.12.2023

Date of Manufacture / lata npou3BoacTsa : 11/2023

Date of Expiry / Cpok rogaoctn : 10/2028

Analysis performed according ND / Ananu3s nposeaen no HJI: [1N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpOIHOCTH Acceptance value (AV) should be not

JIO3UPOBaHHUS 1.1 more than 15.0 /

- Ibuprofen /ubynpoden ITokazarens npuemsieMocTy (AV) Ho/KEeH
OBITH He Ootee 15,0

- Paracetamol/ 1.1 Acceptance value (AV) should be not

napanerTamon more than 15.0 /
[TokazaTesb npuemsaeMocTd (AV) HomxeH
OBITH He Ooee 15,0

11 |Microbiological purity /

Mukpobuosnoruyeckas

gucroTa*

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

microbial count / He 6onee 1000 KOE/r

O61ee yucio

aspobHbIX

MHKpPOOPraHU3MOB

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

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

/ Ob1uee yucno

JPOAOKEBBIX U

TJIECHEBBIX rpHOOB

¢) E. coli NA Shall be absent in 1g / OtcyrcTBUE B
lr

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanne: IIpoaykt coorsercTByeT Tpebosanusm HJ| | 3akmoyenne: OTIOBPEHO

Hara: 28.12.2023

Tata: 28.12.2023

Prepared by / - Checked by / Approved by: Manager/Executive/
IToarorosneHo: /pi | Hposepeno: Santosh Kumar | Opo6peno: Meunemkep / PykoBoautens
Ankit " | Maurya Manoj Kumar ' e '
Reprint Date: Reprint Date: Reprint Date:

Hara: 28.12.2023

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

Vill. Khol, Nalagarh Road, Baddi,
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6ykaun®, Tab/IeTKH, NOKPBITHIE MJ1eHO4YHOH 0001049K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302492

Batch Quantity / O6bem naptuu : 776.0 Kg

040002360159

Analytical Report No / AHanuTHueckuii oT4der Ne :

Date of Analysis / /laTa ananu3sa: 28.12.2023

Date of Manufacture / JlaTta nmpou3BoacTsa : 11/2023

Date of Expiry / Cpok rogsoctu : 10/2028

Analysis performed according ND / Anasiu3s nposesen mo HJI: [1N011252/01-160123

12 |Assay/
KonnyecTBeHHOE
ornpefesieHue

399.4 mg/399.4 mr

327.85mg/327.85 mr

From 360.0 to 440.0 mg of Ci3His02
(Ibuprofen) per tablet /

Or 360,0 mr mo 440,0 mr CisHigOa
(ubynpocden) B Tabnerke

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

Or 292,5 mr jgo 357,5 mr CsHoNO;
(napaueramoi) B Tabnerke

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 6auctep. ITo 1
OyUcTepy B TMAyKy KapTOHHYIO
BMECTE C  HHCTpyKLUMed 1no
NPHMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B IIBX/Al
6nucrep. Ilo 1, 2 unu 20 6nuctepoB B
navKy KapTOHHYIO BMECTE c
HHCTPYKIMEH 10 MPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBerctBru ¢ H/I.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue [Tpu Temnepatype He Bbile 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 ner
TOIHOCTH

* 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. / [IpoBoMTCS IPOM3BOAUTENIEM MPH
BBIMYCKE NMEPHOANYECKHU: Ui KaxaoH 20-0if cepum uny He MeHee 1 pasa B roj. Ilokaszarens MoxeT ObITh
HE BKJIIOUEH B cepTH(OUKAT aHaTH3a GUPMBI

Remarks : The Product conforms to ND/
ITpumeuanne: [IponykT cooTBETCTBYET TpeboBanuam HJI

Opinion : APPROVED
3axiouenue: OJJOBPEHO

Hara: 28.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: A [Ipoeepeno: Santosh Kumar | Ono6peno: Menemxep / PyKOlﬁnHTenb
Ankit Maurya g—; Manoj Kumar e‘ﬂjZﬁ‘f—'
Reprint Date: Reprint Date: Reprint Date:

Hata: 28.12.2023

JHara: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOykauu®, TaG1eTKH, MOKPLITHIE ILIeH0UHOH 000.104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2302492

Batch Quantity / O6sem maprun : 776.0 Kg

040002360159

Analytical Report No / AHaanTHYeCKH# oTyeT Ne :

Date of Analysis / lata ananmsa: 28.12.2023

Date of Manufacture / Jlata npousBojcTsa : 11/2023

Date of Expiry / Cpok rognoctu : 10/2028

Analysis performed according ND / Apanus nposeaes no HJI: [T NO11252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / ITapaueramon

API manufacturer batch number /

Homep cepuu cy0cTaHIMH
npousBoaurens I'JID:

HomMep ceprH nNpoH3BOAHTENS PIBM230372, PIBM230373 0835/23-24
ADC:

FP Manufacturer API Batch

number / FEQA00480, FEQA00481 FEQA00566

API Manufactured by & country /
Ipouseogurtens ADC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTUB
®apma Caitencus Jlumuren,
Unpus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpumina
®apmackrotukac JIita., Uanus

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJT

Opinion : APPROVED
3akmoyenune: OJOBPEHO

Prepared by / - Checked by / Approved by: Manager/Executive/
[Toaroropnexo: [ IIposepeno: Santosh Kumar | Opo6peno: Menemwxep / PykoBoauTens
Ankit /’J f\ _ | Maurya Manoj Kumar = F

L L@&_a
Reprint Date: Reprint Date: Reprint Date:
Harta: 28.12.2023 Hara: 28.12.2023 Hara: 28.12.2023
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