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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabaeTkH, NOKPLITHIE IIEHOYHOH 060a04Koii, 400 Mr + 325 mr

Batch No / Cepusi No : V2301354

Batch Quantity / O6nem maptuu : 765.550 Kg

Analytical Report No / AnanuTuyecknii oryer Ne :
040002101309

Date of Analysis / Jata apanm3a: 11.09.2023

Date of Manufacture / lata nponsBoactsa : 07/2023

Date of Expiry / Cpox rogunocts : 06/2028

Analysis performed according ND / Ananu3s nposenen no HJI: [T N011252/01-160123

Ne |Test/ Iloka3aTesn Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onucanne |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. ./  Ta6nerku|core at the cross-section. / TabneTku
KarcyJOBUHOM (OPMBI, MOKPHITHIE|KAIICYTOBHAHOR  (OPMBI,  MOKpPBIThIE
TUIEHOYHOM 060JIOUKO OpaH)EeBOro|[IEHOUHOH — OOONOUKOM  OpaHXeBOro
IIBETA, C PUCKOIM Ha OJIHOM CTOPOHE;|[[BETa, C PUCKOH Ha OJHON CTOPOHE; Ha
Ha [ONEPEYHOM pa3pe3e — sIpO|monepevHoM paspese — Aapo Genoro unu
6esoro nBeTa. oyt 6enoro UBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IMoaTHHHOCTD Co0TBETCTBYET 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>KUBaHHsl OCHOBHBIX IHKOB
Ha XpOMaTorpamMme HCTBITYEMOTO
pacTBOpa  JIOJDKHBI ~ COOTBETCTBOBATh
BpeMeHaM  yIepXMBaHHMS TIMKOB  Ha
XpOMAaTorpaMMe pacTBOpa CTaHJAPTHBIX
obpasioB ubynpodeHa u mapaneramona
(pazmen «KonuuectBeHHOE
OHpeNIeICHUE))
3 |Average tablets weight 969.9 mg / 969.9 Mr From 9409 mg to 9991 mg
Cpensssa Macca (970.0 mg +3.0 %)/
TabJIeTOK Or 940,9 wmr g0 999, Mr

(970,0 mr =+ 3,0 %)

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jara: 15.11.2023

Jata: 15.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroToeneHo: d [IpoBepeno: Santosh Kumar Opnobpeno: Menepxep / Pykopoauteib
Rama kant ] v\(}/i/ Maurya @_ Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Jata: 15.11.2023

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

CIN: LR3195AP1984PLC0O04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, Tab1eTKH, NOKPBIThIE INICHOYHOH 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepuss Ne

1 V2301354 Batch Quantity / O6bemM naptuu : 765.550 Kg

040002101309

Analytical Report No / AHasnTndeckuii oTyer Ne :

Date of Analysis / /laTa ananu3za: 11.09.2023

Date of Manufacture / Jlata npousBoactsa : 07/2023

Date of Expiry / Cpok rogaocts : 06/2028

Analysis performed according ND / Anann3 nposegen no HJI: [1 N011252/01-160123

4 |Disintegration /
PacnanaemocTts

07 min 23 sec/ 07 muH 23 cek

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

100 % To 103 %

101 % to 104 %

Not less than 70% (Q) of Ci;3His0:
(Tbuprofen) after 30 min /

He wmenee 70 % (Q) CisHisO2
(u6ynpoden) gepes 30 MUH

Not less than 70% (Q) of CgHoNO,
(Paracetamol) after 30 min /

He wMmenmee 70 % (Q) CsHoNO;
(mapaueramon) uepe3 30 MUH

Remarks : The Product conforms to ND/
IMpumeuanne: [IpoaykT coorBercTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /

Checked by /

[loprorosneHo: Jli [Iposepeno: Santosh Kumar
Rama kant W Maurya Q@
—

Approved by: Manager/Executive/
Ono6peHo: Menemkep / PykoBoautenn
Manoj Kumar ; P

Reprint Date:.
Hata: 15.11.2023

Reprint Date:
Jarta: 15.11.2023

Reprint Date:
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

CIN. L85195AF1984FLCO04507
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 : +91 98166 56001-02

CEPTUDPHKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, Tab/1eTKH, MOKPHIThIE INIEHOYHOH 060104K0H, 400 Mr + 325 mMr
Batch No / Cepns Ne : V2301354 Batch Quantity / O6bem napruu : 765.550 Kg
Analytical Report No / AHasimTH4YecKHii oTyeT Ne : Date of Analysis / laTta anann3za: 11.09.2023
040002101309
Date of Manufacture / lata npoussoacrsa : 07/2023 | Date of Expiry / Cpok rognoctn : 06/2028
Analysis performed according ND / Anann3s nposeaen no HJI: I1N011252/01-160123
6 |Related substances / . 4-aminophenol (paracetamol impurity)
PozncreeHHbIe TpUMECH 0.0001% - not more than 0.005 % /
Method 1/ Meron 1 4-amuHOeHON (MpUMeCh NapaneTaMmona)
- He 6onee 0,005 %
Method 2 / Meton 2 Below BDL (BDL= 6983) / Huxe |Any individual impurity (ibuprofen or
Nopora perucTpauuu paracetamol) - not more than 0.3 % //
(ITP =6983) Jobas eTUHUYHAs NpUMech
(ubynpodeHa unu naparneramosna) - He
6oiee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
Cymma npumeceii (Meron 1 + Metog 2)
0.0001% - He 6onee 0,7 %
9 |Water/Bona 1.7% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [Tpoxykt cootBeTcTByeT Tpebopanuam HJ | 3akmodenue: OJJTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: [Iposepeno: Santosh Kumar Opo6peno: Menemxep / Pykopoaurens
Rama kant / Maurya (O Manoj Kumar (@fﬁ

Reprint Date:. Reprint Date: Reprint Date:

Jlara: 15.11.2023 Jlata: 15.11.2023 Hara: 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
CING LBS1Y5AR LY84PLLO04507
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 : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®UKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UOykanH®, TabeTKH, HOKPLITHIE MJIEHOYHOI 000J104K0#, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2301354

Batch Quantity / O6bem maptuu : 765.550 Kg

Analytical Report No / AnanuTu4eckuii oruer Ne :
040002101309

Date of Analysis / JlaTta ananau3za: 11.09.2023

Date of Manufacture / Jlata npousBoactsa : 07/2023

Date of Expiry / Cpok rognoctn : 06/2028

Analysis performed according ND / Anaau3 nposenen mo HJI: IIN011252/01-160123

10 |Uniformity of dosage

units /

OOHOPOZHOCTD Acceptance value (AV) should be not

JO3UpPOBaHUs 1.0 more than 15.0 /

- Ibuprofen /ubynpoden IMokazatens npueMiIeMocTH (AV) DOMKeH
ObITh He Oouee 15,0

- Paracetamol/ 1.0 Acceptance value (AV) should be not

apareTamos more than 15.0 /
Ioxasarenps npuemaemoctd (AV) nomkeH
ObITE He Oonee 15,0

11 |Microbiological purity /

Mukpobuonoruyeckas

yucroTa*

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

microbial count / He 6onee 1000 KOE/r

O61uee 4ucio

a3pobHBIX

MHKpPOOPraHH3MOB

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

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

/ Obiee yucio

JIPOMXOKEBBIX H

IJICCHEBBIX rpHOOB

c) E. coli NA Shall be absent in 1g / OtcyrcTBHE B
Ir

RemarKks : The Product conforms to ND/ Opinion : APPROVED

M pumeuanne: [Tpoaykr cootsercTByeT Tpeboanusam HJI | 3axmiouenue: ONOBPEHO

Hara: 15.11.2023

Jara: 15.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[logroroBnexo: J LJ\V [TpoBepeHo: Santosh Kumar Opobpeno: Menemkep / Pykopoaurens
Rama kant ° @U kJ '~~~ | Maurya Manoj Kumar =) u-ﬁ

Reprint Date:. Reprint Date: Reprint Date:

Hata: 15.11.2023

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: L851Y5AP1Y84PLLU0AS0 /
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

CERTIFICATE OF ANALYSIS ywuw.drreddys.com
CEPTHU®OUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykauH®, Ta6s1eTKH, NOKPBITHIE IJIeHOYHOH 060104K0i, 400 Mr + 325 Mr
Batch No / Cepust Ne : V2301354 Batch Quantity / O6bem maptuu : 765.550 Kg
Analytical Report No / Ananutuyeckuii oruer Ne : Date of Analysis / Jlata anammuza: 11.09.2023
040002101309
Date of Manufacture / Jlata npoussogcrsa : 07/2023 | Date of Expiry / Cpok rogsocts : 06/2028
Analysis performed according ND / Auayu3s npoBexen mo HJI: IT N011252/01-160123
12 |Assay/ 395.2 mg/395.2 mr From 360.0 to 440.0 mg of Ci3His0:
KonuuectBenHoe (Tbuprofen) per tablet /
onpejaeeHye Or 360,0 mMr mo 440,0 mr C;3H;50:
(ubynpodeH) B Tabnetke
324.81 mg/324.81 mr From 292.5 to 357.5 mg of CgHoNO,
(Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CgHoNO,
(mapaiieramon) B TabseTKe
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. / ITo 10 |in a carton. / ITo 10 Tabnerox B IIBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1 |6muctep. Ilo 1, 2 mim 20 6nucrepos B
OaucTepy B TAauKy KapTOHHYIO |MAdKy KapTOHHYIO BMecCTe c
BMECTE C  HHCTPYKIMEH 10 |HHCTPYKLHEH 110 IPUMEHEHHUIO.
PUMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootBerctBum ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temnepartype He Bblie 25 °C.
16 | Shelflife / Cpox 5 years / 5 ner
rOTHOCTH

* 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. / [IpoBoauTCS IPOM3BORUTENEM NPH
BBINyCKE TEPHOAMYECKH: JUIsl Kaxaoii 20-0 cepuu Wi He MeHee 1 pasa B roa. Ilokasartens MoxeT ObITh
He BKJIIOUEH B cepTU(HKAT aHan3a GUPMBI

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3aximouenue: ONOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive/

Hara: 15.11.2023

IaTa: 15.11.2023

[ToaroTosneHo: @r [Tpoeepeno: Santosh Kumar Ono6peHo: Menemxep / PY?BOHHRM
‘. N . . 5

Rama kant %& _~ | Maurya &M Manoj Kumar ) sk

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Ta61eTKH, NOKPLITHIE MJIeHOYHOH 000104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2301354

Batch Quantity / O6bem naptuu : 765.550 Kg

040002101309

Analytical Report No / AHaanTH4yecKHii oTdeT Ne :

Date of Analysis / /laTa amann3za: 11.09.2023

Date of Manufacture / Jlata npoussoacrsa : 07/2023

| Date of Expiry / Cpok roguocts : 06/2028

Analysis performed according ND / Anaau3 nposeaex mo HJI: TI N011252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / [Tapaneramon

API manufacturer batch number /
Homep cepun npon3BoguTeIs
ADC:

PIBM230137

4055/23-24

FP Manufacturer API Batch
number /

Howmep cepun cyOcTannBH
npouspoauress I'JID;

FEQA00219

FEQA00240

API Manufactured by & country /
Hpoussogutenn ADC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa 3xtuB
®dapma Caitencus Jlumuren,
Huaus

Sri Krishna Pharmaceuticals Ltd.,
India / IIpu Kpuuna
®apmacetorukanc JItn., Uuaua

Remarks : The Product conforms to ND/
IIpumeuanue: ITpogyxt cooTBeTCTBYET TpeboBaHUAM HJI

Opinion : APPROVED
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/

[ToarorosineHo: L'\— [poeepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoaurens
LAY : e

Rama kant @.,L‘L % Maurya Manoj Kumar ! 5 ‘Jj

Reprint Date:. Reprint Date: Reprint Date:

Jara: 15.11.2023 Jara: 15.11.2023 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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