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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknun®, Tabaeriuy, NOKpLITHIE IUIeH0OYHOo# 060J104K0il, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301817

Batch Quantity / O6bem naptuu : 761.8 Ko

040002121514

Analytical Report No / Ananutideckuii oTyer Ne :

Date of Analysis / JaTa anannza: 23.09.2023

Date of Manufacture / Jlata npou3BoacTBa : Aug.2023

Date of Expiry / Cpok roguocry : Jul.2028

Analysis performed according ND / Ananus nposenen no HJI: TIN011252/01-160123

Ne

Test / IloxazaTenn

Results/ Pe3yabraThl

Specification / Hopma

1 |Description/ Onucauue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./  Tabnetku
KanCyJIOBMUHOA ()OpMBbI, TTOKPBITHIE
MIEHOYHOH 000JIOYKOl OpaHKEBOro
L[BETa, C PHCKOH Ha OAHOM CTOpOHE;
Ha IONEpeYHOM pa3pe3e — AApo
6enoro nera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Ta6bnerkn
KarcyloOBHAHOH  (OPMBL,  MOKpHITEIE
TUIEHOYHOH -~ 06O0JIOUKOH  OpamxeBoro
LBETa, C PUCKOW Ha ONHOM CTOpOHE; Ha
[ONEpEYHOM paspese — saApo benoro unu
noytH 6esnoro ugera.

2 |Identification /
IToanuuHOCTH

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
ithuprofen and paracetamol reference
standards solution (section Assay) /

Bpemena ynep)kMBaHus OCHOBHBIX MHUKOB

Ha XpoMarorpaMme HCIIBITYEMOIO
pacTeopa JOJDKHBI COOTBETCTBOBATH
BpeéMenaMm  YACpXXHUBaHUA  [TUKOB Ha

XpOMATOrpaMMe pacTBOpa CTAHIAPTHEIX
o6pa3loB H6ynpodeHa H mapaueTamona

(pasuen «KomyecTsenHoe
onpeieneHue)
3 |Average tablets weight 974.8 mg/ 974.8 mr From 9409 mg to 999.1 mg
Cpenuss macca (970.0mg+3.0 %)/
TabneTok Or 9409 wMr g0 999,1 MT
(970,0 Mr £ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipunesanne: [ponykr cooreercTayet TpebopanuaM HJ[ | 3akniouenne: ONOBPEHO

Hara: 23.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
TTogrvrusieno: dﬂ. [Ipoeepeno: Pardeep Kumar | OnobpeHo: Menemxkep / P %hOBO,E[!iTCﬂb
Ramakant @U&V QL/{ Manoj Kumar ij ,c;{[u:

Reprint Date:. Reprint Date: Reprint Date:

Jlata: 23.09.2023

Hata: 23.09.2023

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
H6ykaun®, TabaeTKH, IOKPLIThIE MIeHOYHOH 060/104K0#, 400 mr + 325 Mr

Batch No / Cepust Ne : V2301817

Batch Quantity / O6bem mapthu : 761.8 Kg

040002121514

Analytical Report No / AHaanTH4ecknii oTyer Ne :

Date of Analysis / JlaTa asanamnza: 23.09.2023

Date of Manufacture / Jlata nponsBoacTsa : Aug.2023

Date of Expiry / Cpox rogsocrs : Jul.2028

Analysis performed according ND / Ananu3 nposesien mo HJI: ITN011252/01-160123

4 |Disintegration /
Pacnagaemocth

06 min 37 sec/ 06 mun 37 cex

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
PactBOpeHune

97 % To 99 %

104 % to 108 %

Not less than 70% (Q) of Cy3His0;
(Ibuprofen) after 30 min /

He Menee 70 % (Q) C3H30;
(ubynpoden) uepes 30 MUH

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

He wMenee 70 % (Q) CsHoNO,
(mapaueramour) qepes 30 MuH

Remarks : The Product conforms to ND/
IIpumeyanne: IIpoaykrt coorBercTByeT TpeboBanrsM HJJ

Opinion : APPROVED
3akmwuenue: OJJOBPEHO

Prepared by / Checked by /

[Muatviusicny d\ Tposepenu: Pardecp Kuinal
Ramakant W P

Approved by: Manager/ExecutiVé/
Onobpeno: Menemaep / I'yrRoBOAUTCNE

Manoj Kumar n J
o L7 e
Reprint Date:. Reprint Date: Reprint Date:
Jara; 23.09.2023 Hata: 23.09.2023 Jara: 23.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Formulation Unit-6
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknun®, TabaeTkil, TOKPLITHIC VIEHOYHO#H 060J0%K0i, 400 Mr + 325 Mr

Batch No / Cepust No : V2301817

Batch Quantity / O6sem maptim : 761.8 Ko

040002121514

Analytical Report No / AnanuTuyeckuii oruer Ne :

Date of Analysis / laTa ananu3a: 23.09.2023

Date of Manufacture / Jlata npenssoacrsa : Aug.2023

Date of Expiry / Cpok rogtioctn : Jul.2028

Analysis performed according ND / Anami3 nposenen no HJI: IT N011252/01-160123

6 |Related substances / ;
Poncreenseie npuMecu 0.0002%
Method 1/ Metox 1

Method 2 / Meton 2 0.03%

0.03%

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

4-amunoeHon (MpUMecs NapalieTamoris)
- He Bonee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eIMHNYHAs NpUMECH
(ubynpodeHa WIM napaueTamMosia) - He
6onee 0,3 %

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

Cymma npumeceii (Metog 1 + Meron 2)
- He 6onee 0,7 %

9 [Water/Bona 1.8% Not more than 5.0 % /
|He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipimeuanue: Tlpoayir coorsercryeT TpeboBannam H]J

3axumoyenue: OJOBPEHO

Prepared by /

Checked by /

Tloarorosneno: ‘d IIpoBepeno: Pardeep Kumar
Ramakant ¢
%U)ie/ el

Approved by: Manager/Executive/

Onotpeno: Menemxep / PykosoauTens
Manoj Kumar l]}_rj’j

e’

8

Reprint Date:.
Hara: 23.00.2023

Reprint Date:
Hata: 23.09.2023

Reprint Date:
Hata. 23.09.2023
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSISwww.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxauH®, TabaeTKH, IOKPBITHIE MIEHOYHOH 060104K0H, 400 Mr + 325 Mr

Batch No / Cepusi No: V2301817

Batch Quantity / O6bem naptaun : 761.8 K.

040002121514

Analytical Report No / Amanuruyecknii oruer Ne ;

Date of Analysis / JlaTa ananan3a: 23.09.2023

Date of Manufacture / lata npousBoacrsa : Aug.2023

Date of Expiry / Cpok roanocru : Jul.2028

Analysis performed according ND / Auann3 nposegen no HJI: I1N011252/01-160123

10 |Uniformity of dosage

units /
OnHOpoAHOCTS Acceptance value (AV) should be not
J03UPOBaHHA 3.9 more than 15.0 /
- Ibuprofen /nGyipoden Tokasarens upremnemoctd (AV) poloxen
651Th He Gonee 15,0
- Paracetamol/ 1.4 Acceptance value (AV) should be not
napaieramon more than 15.0 /
TTokasatenb npueMiIeMocT! (AV) momkeH
, 65ITE He Gonee 15,0
11 |Microbiological purity /
Mruxkpobuonoruyeckas
yucroTa*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Ob61ee uucio
a3pOOHBIX
MHUKPOOPraHU3MOB
b) Total combined Not more than 100 CFU/g /
yeasts and mould count NA He 6onee 100 KOE/r
/ O6mee ynucno
JPOXOKEBBIX U
IIECHEBBIX I'PUDOOR
c) E. coli NA Shall be absent in 1g / OrcyTcTBHE B

ir

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanuam HJ[

Opinion : APPROVED
3akmioyenne: OJJOBPEHO

Jara: 23.09.2023

Jara: 23.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
INoaroToRaCHYS dr [porcpeno: Mardecp Kumar Onobpeno: Mericprep / DyKkoBoainTei
Ramakant @" N Manoj Kumar y\ =

S U tent
Reprint Date:. Reprint Date: Reprint Date:

Hata: 23.09.2023
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Formulation Unit-6
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yknunu®, TabieTKH, NOKPBITHIE INIEHOYHOH 06004K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301817

Batch Quantity / O6nem naprnu : 761.8 Kg

040002121514

Analytical Report No / AnanuTHYeckHit oTder No : Date of

Analysis / Iara amanusa: 23.09.2023

Date of Manufacture / lata mponsBojersa : Aug.2023 |Date of

Expiry / Cpok roguoctn : Jul.2028

Analysis performed according ND / Ananu3s nposenen mo HJI: [T N011252/01-160123

12 |Assay/
KonnyecTBeHHOE
onpezeneHne

385.2 mg/385.2 Mr

331.02mg/331.02 Mmr

From 360.0 to 440.0 mg of C;3H;30;
(Tbuprofen) per tablet / '

Ot 360,0 Mr po 440,0 mr C3H;30,
(ubynpoden) B Tabnerke

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

Or 2925 mr po 357,5 mr CgHoNO,
(mapaneraMon) B TabeTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerox B [IBX/Al 6auctep. ITo 1
6nucTepy B TMaYKy KapTOHHYIO
BMeCTE C  HMHCTpYKUHeH 10
NPHUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 TaGnerok B ITBX/Al
6mucrep. Ilo 1, 2 nnu 20 6nucrepos B
gauky KapTOHHYIO BMECTE C
UHCTPYKLIME}H 110 TPHMEHEHHIO.

14 | Labeling / Mapkupogka

According to ND. / B cootsetctBru ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenue IIpu Temneparype He Bbie 25 °C.
16 | Shelflife / Cpok 5 years / 5 net
FOJIHOCTH

* 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. / [IpoBOOHTCSA NPOU3BOAUTENEM IIPU
BBILyCKE [TEPHONMYECKU: A Kaxnoi 20-oi cepuu Wiu He meHee 1 pasa B roa. IToxaszarens MOXET 6bITh
He BKJIIOUEH B cepTHUKAT aHaNH32 QUPMBI

Remarks : The Product conforms to ND/
Ilpumeuanune: IlpoaykT cooTBeTcTBYET TpeOOoBaHMaM HJI

Opinion : APPROVED
3axnouenue: O/IOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[MoaroToBneHo; n@ [Tpoepeno: Pardeep Kumar Opgobpeno: Menemkep / Pykosoaurens
Ramakant @U ' ~§j,” Manoj Kumar 4 i /

2 L e
Reprint Date:, Reprint Date: Reprint Date:
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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 ANALY SISwww.drreddys.com
CEPTHOMKAT AHAJTH3A

@
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxanu®, TabaeTKil, NOKPLITLIE mieHouHo# o6onouxoii, 400 mr + 325 Mr

Batch No / Cepusi Ne : V2301817

Batch Quantity / O6bem naprin : 761.8 Ko

040002121514

Analytical Report No / AHanmuTHYeCKHi 0T4€T Ne:

Date of Analysis / /lata ananu3a: 23.09.2023

Date of Manufacture / Jlata npousBojctsa : Aug.2023

Date of Expiry / Cpox roguoers : Jul.2028

Analysis performed according ND / Ananus nposejest no H: TIN011252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / [Tapanetamon

API manufacturer batch number /
Homep cepuu NpoM3BOAUTEIS
A®C:

PIBM230173

4057/23-24

FP Manufacturer API Batch
number /

Homep cepuH cyGeTaHIMU
nponsBoanTens LJId:

FEQA00296

FEQA00242

API Manufactured by & country /
I ponzeoantens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTuB
®apma Caitencus JIaMHTEL,

Sri Krishna Pharmaceuticals Ltd.,
India / Ipn KpyimHa
®apmacstotukanc JITx,, Unnus

58201078

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: Tpoaykr coorsercrayer Tpedopariay HJL 3akmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
TToAroToBACHD;, d\ INposepeno: Pardeep Kumar | Onobperto: Menemxep / Pykooaurenh
Ramakant @)J), Qf Manoj Kumar '\‘h-;)gy_,_ﬁ

Reprint Date:
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Reprint Date:
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Reprint Date:.
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