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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6yxann®, TabeTKH, NOKPBIThIE IIEHOYHOI 060104K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301151

Batch Quantity / O6bem naptun : 767.55 Kg

040001950534

Analytical Report No / Ananutudeckuii order Ne :

Date of Analysis / /laTa ananu3za: 13.07.2023

Date of Manufacture / lara npoussoacraa : Jun.2023

Date of Expiry / Cpox rogaoctu : May.2028

Analysis performed according ND / Ananu3s nposegen mo HJI: II NO11252/01-160123

Ne Test / Iloka3zarenn

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KAICYJIOBUAHONW (DOPMBI, MOKPBITHIE
IUIEHOUHO! 06O0JI0YKOH OpaHXKEBOro
[BETa, C PUCKOH HA OJHOW CTOPOHE;
Ha [IONIepeyHOM paspese — SIApo
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KarncyJOBHIHOM  (OPMBI,  TOKPBITHIE
IUICHOYHOM  0DOJIOUKOH  OpaHXeBoro
1BeTa, C PUCKOH Ha ONHOM CTOpOHE; Ha
TIOTIEPEeYHOM paspese — sApo Oenoro wiu
1ouTH O€eJIoro 1BETA.

2 |Identification /
IopuHHOCTD

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 yepHBaHUsl OCHOBHBIX ITHKOB
Ha XpoMaTorpaMme HUCIIBITYEMOIO
pacTBopa  JOJDKHBl ~ COOTBETCTBOBATH
BpEMEHaM  YNEepXKHBaHMS [HKOB Ha
XpOMaTOrpaMMe pacTBOpa CTaHJapTHBIX
obpasuoB ubynpodeHa u napaneramona
(paznen «KonuuecTBeHHOE
onpefeIeHHEN)

3 |Average tablets weight
Cpennss Macca
TabneTok

968.5 mg / 968.5 mMr

From 9409 mg to 999.1 mg
(970.0 mg = 3.0 %) /

Or 940,9 wMr 1o 999,1 MT
(970,0 Mr + 3,0 %)

Remarks : The Product conforms to ND/
Ipumeuanne: IlponykT coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmawuenne: OJJOBPEHO

Prepared by /

I'lonromsneﬂw
Ramakant /

Checked by / Approved by: Manager/Executive/
[TpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurensb

Reprint Date:.
Jara: 13.07.2023

Amit Kumar /&.ﬁ;‘
— : ..-'-""’"Fb—-
Reprint Date: Reprint Date:
Hata: 13.07.2023 Hara: 13.07.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaHH®, TabNeTKH, NOKPHIThIE INIEHOYHOMH 000104K0i, 400 Mr + 325 Mr

Batch No / Cepusa Ne : V2301151

Batch Quantity / Oobem naprtuu : 767.55 Kg

Analytical Report No / AHanuTH4YecKkuii oTyer Ne :
040001950534

Date of Analysis / /laTa anammu3a: 13.07.2023

Date of Manufacture / JJata nponsBojcrsa : Jun.2023

Date of Expiry / Cpok rogHocts : May.2028

Analysis performed according ND / Anasn3 nposenen no HJI: T1 N011252/01-160123

4

Disintegration /
PacnagaemocTh

06 min 38 sec/ 06 MuH 38 cek

Not more than 30 min /
He 6onee 30 mun

Dissolution /
PactBopenune

98 % To 100 %

97 % to 103 %

Not less than 70% (Q) of C;3Hi30,
(Tbuprofen) 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)
(mapaueramon) yepes 30 MuH

Ci3H;50;

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr coorpeTcTByeT TpeboBanusim HJL

Opinion : APPROVED
3armouenne: OJJOBPEHO

Prepared by /
[Toarorosine
Ramakant

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive/
Onobpeno: Menemxkep / PykoBoautens

Amit Kumar B\
—

Reprint Date:.
Jata: 13.07.2023

Reprint Date:

JlaTa: 13.07.2023

Reprint Date:
MHara: 13.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxkauu®, TabaeTKH, NOKPHIThIE IIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301151 Batch Quantity / O6bem naptuum : 767.55 Kg
Analytical Report No / AHanuTHYecknii oTdeT Ne : Date of Analysis / [laTa anammsa: 13.07.2023
040001950534

Date of Manufacture / Jlata npoussoacrsa : Jun.2023 |Date of Expiry / Cpok roanoctu : May.2028

Analysis performed according ND / Ananuz nposegen mo HJI: JIN011252/01-160123

6 |Related substances / . 4-aminophenol (paracetamol impurity)
PoncTeeHHble TpUMECH 0.0003% - not more than 0.005 % /
Method 1 / Meton 1 4-amuHoheHoN (npuMech napaleraMmona)

- ge 6onee 0,005 %

Method 2 / Metof 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas e/IMHUYHAs NpHMeCh
(ubynpodeHa unu mnapaneramona) - He
oonee 0,3 %

Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /

CymmMa npumeceit (Merox 1 + Meron 2)
- He douee 0,7 %

9 |Water/Bopna 1.6% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykt cooTBeTcTBYeT Tpebopanusm HJ[ | 3akmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneHo: k— [Mpoeepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoautesb
Ramakant Amit Kumar A
Reprint Date:. Reprint Date: Reprint Date: '
Jata: 13.07.2023 Jara: 13.07.2023 Jlata: 13.07.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxauu®, TabieTkH, IOKPbIThIE NUIeH04HOii 060104 Koii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301151 Batch Quantity / O6bem nmaprun : 767.55 Kg
Analytical Report No / AHanuTudyeckuii oTyer Ne : Date of Analysis / JlaTa ananusa: 13.07.2023
040001950534

Date of Manufacture / Jata npoussoacrsa : Jun.2023 |Date of Expiry / Cpok roanocru : May.2028

Analysis performed according ND / Ananu3 nposesen mo HJI: [T NO11252/01-160123

10 |Uniformity of dosage

units /

OnHOpPOAHOCTE Acceptance value (AV) should be not

JIO3UPOBAHMUSI 1.3 more than 15.0 /

- Ibuprofen /ubynpoden [MokazaTens npueMaeMocTd (AV) 1oimkeH
6pITh He Ooniee 15,0

- Paracetamol/ 2.1 Acceptance value (AV) should be not

napaneTamon more than 15.0 /

[Toxazarens npuemieMocTy (AV) nojbkeH
6bITH He Ooee 15,0

11 |Microbiological purity /

Mukpobuonoruyeckas

yucToTa®

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

microbial count / He 6onee 1000 KOE/r

Ob1ee uucno

a3poOHBIX

MHKpPOOPTaHU3MOB

NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1ee yucno

JIPOMOKEBBIX U

MJIECHEBBIX IPUOOB NA

¢) E. coli Shall be absent in 1g / OtcyrcTBHE B

1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [Ipoaykt cooreTcTBYeT Tpebosanuam HJ| | 3axmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosieHo: [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
Ramakant Amit Kumar -
Reprint Date:. Reprint Date: Reprint Date: ;
Hara: 13.07.2023 Hara: 13.07.2023 Hara: 13.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 29599, Email: mall@drreddys.com
CIN: L85195AP1984PLC004507
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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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykauH®, Ta6JaeTKH, TOKPLITHIE MJIEHO4HOH 060,104K0i, 400 mMr + 325 mr
Batch No / Cepns Ne : V2301151 Batch Quantity / O6bem napruu : 767.55 Kg
Analytical Report No / AHaauTu4ecknii order Ne : Date of Analysis / laTa ananusa: 13.07.2023
040001950534
Date of Manufacture / Jlata npoussoacrsa : Jun.2023  |Date of Expiry / Cpok roasocru : May.2028
Analysis performed according ND / Ananu3 nposenes no HJI: TINO11252/01-160123
12 |Assay/ 397.1 mg/397.1 mr From 360.0 to 440.0 mg of Ci3His0;
KonuyecteHHoe (Ibuprofen) per tablet /
omnpeneneHue Or 360,0 mr mo 440,0 mr C;3HiOs
(ubynpoden) B TabneTke
330.93 mg/ 330.93 mr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CgHoNO,
(mapaueramor) B TabJieTKe
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI 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 [IBX/Al
tabnerok B [IBX/Al 6muctep. [To 1 |6nuctep. ITo 1, 2 nmm 20 6iucrepoB B
6mucTepy B Nayky KapTOHHYIO |madky KapTOHHYIO BMECTe c
BMECTE C  HHCTPYKIHMEH IO |MHCTPYKLMEH [0 MPUMEHEHHMIO.
TPUMEHEHHIO.
14 | Labeling / MapxupoBka| According to ND. / B cootserctBuu ¢ HII.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temneparype se Bbile 25 °C.
16 | Shelf life / Cpoxk S5 years /5 ner
rOAHOCTH

* 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. / [IpoBoguTCs MPOU3BOAHTENEM NpPH
BBIYCKe MEPHONMYECcKH: s Kakaok 20-0if cepun wid He MeHee 1 pasa B rozl. ITokasarenb MOXET OBITH
He BKJIIOUEH B cepTHU(UKAT aHanu3a GUpMBbI

RemarKks : The Product conforms to ND/
IIpumeuanmne: [TponykT cooTBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToprorosneHo: [Ipoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
Ramakant i Amit Kumar S

. - f&“\/
Reprint Date:. Reprint Date: Reprint Date:
JHara: 13.07.2023 Hara: 13.07.2023 Hata: 13.07.2023

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
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CEPTU®UKAT AHAJIM3A

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

Page 6 of 6/ Ctp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykauu®, TabaeTKy, NOKPHITHIE IVIEHOYHOH 000/1049K0¥, 400 mr + 325 mr

Batch No / Cepust Ne : V2301151

Batch Quantity / O6bem naptuu : 767.55 Kg

040001950534

Analytical Report No / Anamarudeckuii oryer Ne :

Date of Analysis / laTa ananu3za: 13.07.2023

Date of Manufacture / Jlata npoussoactsa : Jun.2023

Date of Expiry / Cpok ronnoctu : May.2028

Analysis performed according ND / Anaun3 nposenen mo HJI: 1 N011252/01-160123

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

Ibuprofen / U6ynpocden

Paracetamol / TTapaneramon

API manufacturer batch number /
Howmep cepun npou3BoauTe/Is
ADC:

PIBM230101

1307/22-23

FP Manufacturer API Batch
number /

Homep cepun cy0cTaHIHU
npoussoautess I'J1PD:

FEQAO00185

FEQA00188

API Manufactured by & country /
Ipoussogurtesr ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxtuB
®dapma Caiiencus Jlumuren,
Uunus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpuina
®apmackrotukaic JIta., Uaaus

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

Opinion : APPROVED
3aksmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroToBneHO; GU» ITpoBepeno: Pardeep Kumar Ono6peno: Menepxep / Pykosoaurens
Ramakant Amit Kumar .

\\—""_
Reprint Date:. Reprint Date: Reprint Date:
Hara: 13.07.2023 Hara: 13.07.2023 Jlara: 13.07.2023
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