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CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknun®, TabneTkH, NOKPbITHIE IIEHOYHOI 060104K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400215

Batch Quantity / O6bem naptun : 776.0Kg

040002437108

Analytical Report No / AHamaTHYeckuii oTueT No :

Date of Analysis / lata ananuza: 04.03.2024

Date of Manufacture / lata npousBoacrTna : 02/2024

Date of Expiry / Cpok rogsoctn : 01/2029

Analysis performed according ND / Anamms nposegen mo HJI: ITN011252/01-160123

IIpumeuanue: ITpoaykT cootBeTcTBYET TpeboBaHusaM H]I

Ne  [Test/ IToka3zaTenb Results/ PesyabTaThl 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../  Tabnerku|core at the cross-section. / TabneTku
KaICyJoBUAHOH (OPMBI, NMOKPHITHIE|KANCYNTOBUAHONH  (GOPMBL,  MOKpPHITBIE
IJIEHOYHOH 000JIOUKOH OpaH)XEBOro|IJIEHOYHOH  OOONOYKOH  OpaHXeBOro
I1BETa, C PHCKOH Ha OJHOW CTOPOHE;|UBETa, C PUCKOH Ha ONHOH CTOpOHE; Ha
Ha TIIONEPEYHOM paszpese — SApo|[NONepevyHoOM paspese — SApo 6enoro uiu
Gernoro nBeTa. nouru 6enoro upeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IlopuHHOCTE 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) /
BpeMena yfep>XUBaHUST OCHOBHBIX [THKOB
Ha XpoMarorpaMmme HCHBITYEMOr0
pacTBopa  JOMKHBI  COOTBETCTBOBATH
BpEMEHaM  YAepXWBaHUA [IMKOB Ha
XpoMaTorpaMme PacTBOpPa CTAHAAPTHLIX
obpazuor ubynpodeHa u napauneramona
(pazzen «KomiuecrseHHoe
onpejensHie)
3 |Average tablets weight 963.5 mg/963.5 mr From 9409 mg to 9991 mg
Cpenuss macca (970.0 mg £ 3.0 %) /
TabyeToK Or 940,9 w™Mr nmo 9991 MI
(970,0 Mmr £+ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenue: OJJOBPEHO

Prepared by / , Checked by / Approved by: Manager/Executive/
[ToxrororneHo: ﬁ [\~ IlpoBepeHo: Raw Ono6peno: Menemkep / Pykosogurens
Ankit Manoj Kumar {

Reprint Date:. Reprint Date: R Reprint Date:

Hata: 04.03.2024 Hara: .04.03.2024 Jlata: 04.03.2024

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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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykamn®, Tab/ieTKH, NOKPLITHIE IVIEHO4HOH 0001049K0ii, 400 Mr + 325 mr

Batch No / Cepust No : V2400215

Batch Quantity / O6bem naptun : 776.0Kg

040002437108

Analytical Report No / Ananurnyeckuii oTuer Ne :

Date of Analysis / Jlata ananu3za: 04.03.2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpok rogsoctu : 01/2029

Analysis performed according ND / Anasns nposegen no HJT: ITN011252/01-160123

4 |Disintegration /
Pacnapaemocts

06 min 58 sec/ 06 muH 58 cek

Not more than 30 min /
He 6onee 30 muu

5 |Dissolution /
PactBopenue

97% To 99 %

100 % to 101 %

Not less than 70% (Q) of CpH50,
(ITbuprofen) after 30 min /

He wMemee 70 % (Q)
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) of CgHoNO,
(Paracetamol) after 30 min /
He wmewee 70 % (Q)
(napaueramon) yepe3 30 MUH

Ci3Hi150,

CsHyoNO,

Remarks : The Product conforms to ND/
IIpumeuanue: IponykT cootBercTBYeT TpeGoBanusm HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Hara: 04.03.2024

Hata: .04.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroropneHo: ﬂ [TpoBepeno: Rama Kant Onobpeno: Menemxep / Pykosogutess
Ankit L ﬁw\mﬂt Manoj Kumar @
Reprint Date:. Reprint Date: - Reprint Date:

Hara: 04.03.2024

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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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND}A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, Ta6/1eTKH, MOKPLITHIC NIEHOYHO 06004Koii, 400 mr + 325 mr
Batch No / Cepust Ne : V2400215 Batch Quantity / O6vem naprun : 776.0Kg
Analytical Report No / AnanuTu4eckuii oraer No : Date of Analysis / IaTta ananuza: 04.03.2024
040002437108
Date of Manufacture / lata npoussoacrea : 02/2024  |Date of Expiry / Cpox roguoctu : 01/2029
Analysis performed according ND / Ananus nposejen mo HI: 1T N011252/01-160123
6 |Related substances / ; 4-aminophenol (paracetamol impurity)
Popcteennsie npumecu 0.0002% - not more than 0.005 % /
Method 1/ Meron 1 4-amiiHO(peHON (MpUMech MaparneTamona)
- He Gonee 0,005 %
Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eNMHUYHas IPHMECh
(ubynpodena nnu napaueramona) - me
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceii (Merox 1 + Metog 2)
- He Gonee 0,7 %
9 |Water/Bona 1.4% Not more than 5.0 % /
He 6oiee 5,0 %

Remarks : The Product conforms to ND/
Hpumevaune: [Mpoaykr cootsercTByeT Tpebosanmsam HJ

Opinion : APPROVED
3akaoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
Iloarororneno: ﬁ ITpogepeno: Rama Kant Omobpeno: Menemkep / PykoBguautens
Ankit M Manoj Kumar '

Reprint Date:. Reprint Date: ‘ Reprint Date:

Hata: 04.03.2024 Hara: .04.03.2024 Hara: 04.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait:

CIN: L85195AP1984PLC004507
www.drreddys.com

mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIHU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TabjleTkn, NOKPLITHIE MIEHOYHOH oboaouxoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2400215

Batch Quantity / O6bem mapTiu : 776.0Kg

Analytical Report No / AHanuTH4eckuii oTuer No :
040002437108

Date of Analysis / laTa ananusa: 04.03.2024

Date of Manufacture / Jlara nponssoacrea : 02/2024

Date of Expiry / Cpok roanocrn : 01/2029

Analysis performed according ND / Ananns nposegen mo HI: I1 N011252/01-160123

10 |Uniformity of dosage

units /

OnnoponHoCTh Acceptance value (AV) should be not

JIO3UPOBaHHUS 1.9 more than 15.0 /

- Ibuprofen /ubynpoden IToxazaTens npuemaeMoct (AV) nomkeH
ObITH He 6osiee 15,0

- Paracetamol/ 1.9 Acceptance value (AV) should be not

napaneTamon more than 15.0 /
ITokazarens npuemneMoct (AV) 1omkeH
6617 He Hostee 15,0

11 |Microbiological purity /

Muxkpobuonoruyeckas

yuctora* NA

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

microbial count / He 6onee 1000 KOE/r

Obuiee uncio

a3pOOHBIX

MHKpPOOPTraHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1wuee yucio

JPOMOKEBBIX H

IIJIECHEBBIX I'PU6OB NA

¢) E. coli Shall be absent in lg / OtcyrcTBHEe B
1r

Remarks : The Product conforms to ND/
Ipumeyanue: [Tpoaykr cootetcTBYeT TpeboBanusm HJI

Opinion : APPROVED
3akmoyenne: OJIOBPEHO

Hara: 04.03.2024

Hara: .04.03.2024

Prepared by / (« Checked by / Approved by: Manager/Executive/
[Toarororneno: / (TIpoBepeHo: Rama Kani_ Omo6peno: Menemxep / Pykosganrens
Ankit M)’U/ Manoj Kumar lg :L;_‘._ﬁ
Reprint Date:. Reprint Date: ~ } ~ Reprint Date:

Jlara: 04.03.2024

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:

CIN: L85195AP1984PLCO04507
www.drreddys.com

mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIN3A

PageSof 6/ Ctp. 5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyxianu®, Ta0/eTKH, DOKPLITHIE NICHOYHOH oboaoukoii, 400 mr + 325 mr
Batch No / Cepust Ne : V2400215 Batch Quantity / O6bem naprun : 776.0Kg
Analytical Report No / AnanuTnueckuii oryer Ne Date of Analysis / laTa ananusa: 04.03.2024
040002437108
Date of Manufacture / lata npon3soacrsa : 02/2024 |Date of Expiry / Cpox roguocrn : 01/2029
Analysis performed according ND / Auasus nposegen mo H: [1 NO11252/01-160123
12 |Assay/ 391.6 mg/391.6 mr From 360.0 to 440.0 mg of C;3H;50,
KonuyectBeHHoe (Ibuprofen) per tablet /
olnpeneseHue Or 360,0 mr mo 440,0 mr C;3H;50,
(ubynpoden) B TabneTke
324.21 mg/324.21 mr From 292.5 to 357.5 mg of C3HoNO,
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CgHoNO,
(napaueramou) B TabneTke
13 | Package / Ynakoska 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. / [To 10 Ta6nerox B [IBX/Al
Tabnerok B [IBX/Al 6nuctep. ITo 1 |6muctep. o 1, 2 umm 20 6mucrepos B
GiucTepy B mauky KapTOHHYH |mauky KapTOHHYO BMeECTe
BMECTE  C  HHCTPYKUMEH MO |HHCTPYKLHMEN 10 MPUMEHEHHIO.
NPHMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cooTseTcTBuz C HJIL.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue [1pu Temneparype He Bbiuie 25 °C.
16 | Shelflife / Cpoxk 5 years/ 5 net
rOJJHOCTH

* 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. / IIpoBonuTCs NPOU3BOAUTENEM TTPH
BBIMYCKE NEPHOANYECKHU: I KaxJoi 20-0¥ cepur WM He MeHee 1 pasa B roa. ITokasartens MOxeT GbITh

HE BKJIIOYEH B CEPTU(HKAT aHau3a GUPMEI

Remarks : The Product conforms to ND/
Mpumeqanue: [Ipoaykr cooTsercTByeT Tpebopanuam HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarororneHo: [ﬁ _— | lIposepeno: Rama t Onobpeno: Menemxep / Pykosoauresns
Ankit E W Manoj Kumar @Jl
Reprint Date:. Reprint Date: S Reprint Date:

Hata: 04.03.2024 Harta: .04.03.2024 Hara: 04.03.2024

CIM: L351:

wwadrreddys.com




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIU3A

Page 6 of 6 / Crp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yranu®, Ta61eTKH, NOKPLITHIE NUIEHOYHO obo.10uK0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2400215

Batch Quantity / O6sem naprun : 776.0Kg

040002437108

Analytical Report No / AnanuTHuyeckuii oTyer No :

Date of Analysis / /laTa anannsa: 04.03.2024

Date of Manufacture / Jlara npousBoactsa : 02/2024

Date of Expiry / Cpox roanoctn : 01/2029

Analysis performed according ND / Anaius nposesen no HA: IINO011252/01-160123

API name (INN) /

Homep cepun cy6erannun
npoussoauTes ['JID:

Hauvenosanne ADC (MHH): Ibuprofen / U6ynpogen Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepun npoussoaurens PIBM230405 0994/23-24

ADC:

FP Manufacturer API Batch

numler / FEQA00583 FEQA00651

API Manufactured by & country /
ITpounssoaurens AD®C, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTus
®apma Caitencus Jlumurep,
Unnus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuuna
Dapmacerotukanc JIta., Uuaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [Tponykr coorseteTByeT TpeGosannsam HJT | 3akmouenue: OJJTOBPEHO

Prepared by / Checked by / Approved hy: Manager/Executive/
IMoarorosneno: //R ITposepeno: Rama Kan Ono6peHo: Menemxkep / Pykospaurens
Ankit / ol Manoj Kumar @L@
Reprint Date:. Reprint Date: o Reprint Date:

Hata: 04.03.2024 Hata: .04.03.2024 Hara: 04.03.2024

hiEd - BO002%, Telangana, India
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