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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyinuu®, TabaeTkH, NOKPbIThHIE NIeHoYHOH 000004K0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301984

Batch Quantity / O6bem napTuu : 716.2 Kg

040002197627

Analytical Report No / AHanuTHYecKkni# ordeT Ne :

Date of Analysis / JlaTa anaausa: 13.10.2023

Date of Manufacture / Jara npousBogcrsa : Sep.2023

Date of Expiry / Cpok rognocry : Aug.2028

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

Hpumeuanue: [poaykr cootsercrayer TpebGoanuam H]T

N |Test / IlokasarTean Results/ PesynbTaThbl Specification / Hopma
1 |Description/ Onucanue |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../  TaGnerku|core at the cross-section. / TaGmerku
KanCyJOBUAHOM (OpPMEI, MOKPBITHIE|KANCYNIOBUAHOH  (GOpPMBI,  MOKPBITHIE
IIeHOYHOM 060JI04YKOM OpaHXEBOro [NIEeHOYHOH  000NouKkoH  OpaHKeBOro
LIBETa, C PUCKOH Ha OIHON CTOpOHE;|IBeTa, C PHCKOH HAa ONHOM CTOpOHE; Ha
Ha TIIOMepeYHOM pa3pe3e — SAPO|NONepevHOM paspese — AApo 6enoro umu
Genoro upera. nouTH 6enoro Lera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[opmasEoCTS CooTBeTcTBYCT 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 ylIep>XHBaHHS OCHOBHBIX ITHKOB
Ha  XpoMaTorpamme ACIIBITYEMOrO
pacTBopa  JO/KHBL  COOTBETCTBOBAThH
BpEMEHaM  yAEep)KUBaHHA MHKOB Ha
XpOMAaTOTpAMMe pacTBOpa CTaHAaPTHBIX
obpasuor ubynpodeHa u mapaueramona
(pazmen «KonnuecTBeHHOE
OIPEAETIEHHEN)
3 |Average tablets weight 970.4 mg/970.4 Mmr From 9409 mg to 9991 mg
Cpenuss Macca (970.0 mg+3.0 %) /
TabneTok Or 9409 wmMr gmo 9991 Mr
(970,0 Mr £3,0 %)
Remarks ; The Product conforms to ND/ Opinion : APPROVED
3aknrouenne: OJJOGPEHO

Hara: 13.10.2023

Hara: 13.10.2023

Prepared by / @/‘4 Checked by / Approved by: Manager/Executive/
Iloproropneno: - [IposepeHo: Pardeep Kumar | Ogo6peno: Menemxep / Pykopoairens
Santosh Kumar Maurya t Munish Sharma (/\N‘J‘S

Reprint Date: Reprint Date: Reprint Date:

Jlata: 13.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +51 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
M6ykaun®, TabaeTKH, OKPLITLIE NJICHOYHOH 060J04K0it, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301984

Batch Quantity / O6bem mapTun : 716.2 Kg

Analytical Report No / AHamaTHYecKHi{ oTueT No :
040002197627

Date of Analysis / Iata anaansa: 13.10.2023

Date of Manufacture / JIaTa npoussogcTsa : Sep.2023

Date of Expiry / Cpok rogrocTn : Aug.2028

Analysis performed according ND / Anann3 nposesen no HJI: TI N011252/01-160123

4

Disintegration /
PacnagaeMocThb

06 min 40 sec / 06 MuH 40 cex

Not more than 30 min /
He 6onee 30 Mus

Dissolution /
PacTBopenue

98 % To 101 %

98 % t0 99 %

Not less than 70% (Q) of Ci3H;30,
(Tbuprofen) after 30 min /

He w™enwee 70 % (Q)
(mbynpoden) yepes 30 muH

Not less than 70% (Q) of CgHoNO:
(Paracetamol) after 30 min /
He menee 70 % (Q)
(mapaueramon) yepes 30 MuH

Ci3Hi302

CsHoNO»

Remarks : The Product conforms to ND/
Ipumedanne: IIpoaykr cooTBeTcTBYET TpeOoBaHUIM HJT

Opinion : APPROVED
3akmoyenue: OJOBPEHO

Prepared by /
IloaroTorsieHO:
Santosh Kumar Maurya

N

Checked by /
IIposepeno: Pardeep Kumar

L

Approved by: Manager/Executive/
OnobpeHo: Menemxep / P

Munish Sharma "« J~""

OJUTEE

Reprint Date:
Hara: 13.10.2023

Reprint Date:
Hara: 13.10.2023

Reprint Date:
Jata: 13.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
181: 491 4U 450U 290U, Fax: +91 4U 49U 299y, Ermall! malliwdrreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxanu®, Ta6eTKH, MOKPBITHIE NJIeHOYHOI 060104KOi, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301984

Batch Quantity / O6nem napruu : 716.2 Kg

Analytical Report No / ARanuTnyeckuii oTueT Ne :

040002197627

Date of Analysis / JlaTta anann3za: 13.10.2023

Date of Manufacture / JaTa npouseojcrea : Sep.2023

Date of Expiry / Cpok rogsocts : Aug.2028

Analysis performed according ND / Anamus nposesen no HJI: [TN011252/01-160123

6 |Related substances /
PoacTBeHHbIE NPAMECH
Method 1/ Meron 1

Method 2 / MeTtog 2

0.001%

BDL (Disregard Area 6978)

0.001%

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

- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jro6as eMHUYHAas {IpUMech
(ubynpodeHa WIH NapaleTaMmosa) - He
6onee 0,3 %

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

CymmMa npumeceit (Metoa 1 + Metox 2)
- He 6onee 0,7 %

9 |Water/Bona

1.5%

Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/

ITpumeuanue: IIpoaykT cooTBeTcTBYeT Tpeboranuam HJI

Opinion : APPROVED
3axymouenune: OJIOBPEHO

Prepared by / | Checked by / Approved by: Manager/Executive/
[TogroroBneHo: | [IpoBepeno: Pardeep Kumar | OnobpeHo: Meue,wmenb
Santosh Kumar Maurya t Munish Sharma

Reprint Date: Reprint Date: Reprint Date:

Hara: 13.10.2023 Hara: 13.10.2023 Hara: 13.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CHINY LBS LTYSAP LYB4PLCO0ASUY
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, Tabierku, NOKpLIThIe N1eHo4Hof 060104Koil, 400 mr + 325 Mr

Batch No / Cepus Ne : V2301984

Batch Quantity / O6bem napruu : 716.2 K

Analytical Report No / AHanuTH4eckuit oTyer Ne :

040002197627

Date of Analysis / JlaTta ananu3a: 13.10.2023

Date of Manufacture / /Iata npousBoacTsa : Sep.2023

Date of Expiry / Cpok roasoctu : Aug.2028

Analysis performed according ND / Axasns nposenes mo H/: T1 N011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOAHOCTE Acceptance value (AV) should be not

JO3UpOBaHHUS 0.9 more than 15.0 /

- Tbuprofen /u6ynpoden ToxazaTensb npueMieMocTH (AV) nomxeH
6bITH He 6oree 15,0

- Paracetamol/ 0.8 Acceptance value (AV) should be not

rapaLeram ol more than 15.0 /
ITokazatess npremieMocT (AV) nonkeH
651TH He 6o71ee 15,0

11 |Microbiological purity /

Miukpobuonornyeckas

yucToTa*

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

microbial count / He 6onee 1000 KOE/r

Ob1ee yncao

a’pobHBIX

MMKPOOPraHH3MOB

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

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

/ Obuiee yHcIO

JPOXOKEBBIX H

IIeCHEBBIX IpUOOB

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

lr

Remarks : The Product conforms to ND/

Ilpumedanne: 1IpoayKT COOTBETCTRYET Tpeborannam HJI

Opinion : APPROVED
3aximnouenue: OJJOBPEHO

Prepared by / Checked by /
[TogrorosieHo:

Santosh Kumar Maurya

[Iporepeno: Pardeep Kumar

Approved by: Manager/Executive/
Opnobpero: Meuenm‘eg%omnenb

Munish Sharma C/\&/__

Reprint Date: Reprint Date:

Hata: 13.10.2023

Hara: 13.10.2023

Reprint Date:
Hara: 13.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax; +91 40 4500 2999, Email: maii@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabiieTkn, NOKpbITLIE NJIeH0YHOH 000a0uK0#, 400 Mr + 325 Mr
Batch No / Cepusa Ne : V2301584 Batch Quantity / O6bem naprun : 716.2 Kg
Analytical Report No / AnanuTHyeckuii oryer Ne : Date of Analysis / /laTa anaau3za: 13.10.2023
040002197627
Date of Manufacture / lata npon3Boactsa : Sep.2023 |Date of Expiry / Cpok roanocts : Aug.2028
Analysis performed according ND / Auaaus nposesen no HJI: ITN011252/01-160123
12 |Assay/ 400.0 mg / 400.0 mr From 360.0 to 440.0 mg of Ci3H;50;
Konu4ectBeHHOE (Ibuprofen) per tablet /
onpeneneHne Ot 360,0 mr mo 440,0 mMr C;3H;0;
(ubynpoden) B TabneTke
325.51 mg/325.51 mr From 292.5 to 357.5 mg of CgHyNO,
(Paracetamol) per tablet /
Ot 292,5 Mr no 357,5 mr CgHoNO;
(napaneramosn) B TabneTke
13 | Package / YnaxoBxa 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. / Ilo 10 |in a carton. / ITo 10 Tabnerox B ITBX/Al
tabnerok B [IBX/Al 6aucrep. [To 1 |6muctep. ITo 1, 2 uau 20 6nucrepos B
GnucTepy B Ma4yky KapTOHHYIO |Madky KapTOHHYIO BMECTE c
BMECTE C  HHCTpYKUMEH MO |HHCTPYKLHEH 10 NPUMEHEHUIO.
NIPHMEHEHHIO.
14 | Labeling / MapkupoBxa| According to ND. / B cooretcteun ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C./
XpaHenue ITpu TeMnepatype He Bole 25 °C.
16 | Shelf life / Cpok S years / 5 net
TOJHOCTH

* 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. / [IpoBofHTCS IPOH3BOAHTENEM NIPH
BBILIYCKE TIEPHOMYECKY: JUIS Kaxaoit 20-oit cepuu unm He mMeHee 1 pasa B rojl. ITokasatess Mojxer GHITH
HE BKIIIOUEH B CEpTH(HKAT aHANN3a PUPMEI

Remarks : The Product conforms to ND/
ITpumeuanwue: [Iponykr cooTBeTcTBYeT TpeboBanunsm HIL

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by / % Checked by / Approved by: Manager/Executive/
[ToaroToBJEHO: [posepeno: Pardeep Kumar Onobpeno: Meneukep / PYKoBoAUTE b
Santosh Kumar Maurya ‘ﬁ/ Munish Sharma

[ o =
Reprint Date: Reprint Date: Reprint Date:
Jara: 13.10.2023 Hata: 13.10.2023 Jata: 13.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UGyKkanE®, TabaeTKH, TOKPLITHIE NJ1eH0IHOl 06010uK0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301984

Batch Quantity / O6bem naprun : 716.2 Kg

040002197627

Analytical Report No / AnannTuyecknii oT4er Ne :

Date of Analysis / lara auanusa: 13.10.2023

Date of Manufacture / Jlara npou3soicTea : Sep.2023

Date of Expiry / Cpok roanocts : Aug.2028

Analysis performed according ND / Ananus nposegen no HJI: ITN011252/01-160123

API name (INN)/
HanmenoBanue AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / ITapanetamon

API manufacturer batch number /
Howmep cepuii mpOH3BOAMTENSI
ADC:

PIBM230317

4059/23-24

FP Manufacturer API Batch
number /

HoMmep cepun cybcTannun
nponsBoauTesist I'JID:

FEQA00401

FEQA00244

API Manufactured by & country /
Ipoussonurens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa 3xTHB
®apma Caitencus Jlumuren,

Hupus

Sri Krishna Pharmaceuticals Ltd_,

India / IlIpu Kpuina
®apmackioTrkanc JIta., Uaaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeuanue: [TpoaykT cooteTcTByeT Tpebopanuam HJI | 3axmouenue: ONIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[MoproroBneHo: [Tposepeno: Pardeep Kumar | Ono6peno: Menemxep / BOAUTEND
Santosh Kumar Maurya Munish Sharma & _
Reprint Date: Reprint Date: Reprint Date:

Mata: 13.10.2023 Hara: 13.10.2023 Jata: 13.10.2023

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