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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyKIuH®, TabaeTKH, MOKPLITHIE IJIeH0YHOMH 000a04Koii, 400 Mr + 325 mr

Batch No / Cepua No : V2301820

Batch Quantity / O6sem napTui : 768.85 K g

040002129185

Analytical Report No / AHanuTHYeckHii oryer Ne :

Date of Analysis / JlaTa ananu3a: 27.09.2023

Date of Manufacture / JIaTa npousBoacrTsa : Aug.2023

Date of Expiry / Cpok rogsocrs : Jul.2028

Analysis performed according ND / Ananns nposegen no HJ: TTN011252/01-160123

Ne | Test / IlokazaTenn

Results/ PesyabraThl

Specification / Hopma

1 |Description/ Onncanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./  Tabnerku
KaIncynoBUIHOW (OPMEI, TIOKPHITHIE
MIEHOYHON 000JI0UKOH OpaHXeBOro
L[BET4, C PUCKOH Ha OIHOH CTOpOHE;
Ha [ONEpPEeYHOM paspese — s/po
HesIoro uBeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Ta6Gnetku
KarcyJIOBHAHOH  QOPMEL,  MOKPBITHIE
IUIEHOYHOH  06ONOYKOH  OpaHMKEBOTo
1IBE€Ta, C PUCKOH Ha OAHOH CTOpOHE; Ha
[I0NIEPEYHOM paspese — AApo 6enoro wim
o4ty 6enoro ilpeTa.

2 |Identification /
TTopmuuaHOCTL

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 yaep)xiaBaHHS OCHOBHBIX IIHKOB

Ha XpoMaTtorpaMmme HCTIBITYEMOTI'O
pacTeopa JAOJIKHBI COOTBETCTBOBATH
BpeMeHaM  YIEpXHUBaHUsd  IIHKOB Ha

XpOMAaTOrpaMMe pacTBOpa CTaHIAPTHBIX
ofpa3noe wbynpodena 4 mapaieramona

(paznen «KonuuecTBeHHOE
OlpENeIeHUEY)

3 |Average tablets weight 970.9 mg/970.9 mr From 9409 mg to 9991 mg
CpenHss Macca (970.0 mg+£3.0 %)/ :
TabneTok Or 9409 wMr pmo 999,1 MT

(970,0 Mmr £ 3,0 %)

Remarks : The Product conforms to ND/
IIpumeqanue: [TpoaykT cooTBeTcTByeT TpeGopanusam HJI

Opinion : APPROVED
3aknouenue: OJOBPEHO

Prepared by / @u Checked by / Approved by: Manager/Executive/
Iogroroeneno: —— [ Ilposepeno: Pardeep Kumar | Opo6peno: Menemxkep / PykosonuTens
Santosh Kumar Maurya Manoj Kumar X iz /

Reprint Date:. Reprint Date: Reprint Date:

Iara: 27.09.2023 Hara: 2_7.09.2023 Hata: 27.09.2023

e
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CIN: L85195AP1984PLC004507
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyxauH®, Tabnerku, NOKPLITHIE IEHOYHOH 000104K0i, 400 Mr + 325 Mr

Batch No / Cepust No : V2301820

Batch Quantity / O6wem maptun : 768.85 Kg

Analytical Report No / AnasuTudeckuii oryer No :
040002129185

Date of Analysis / daTa ananusa: 27.09.2023

Date of Manufacture / laTa npousBoacTsa : Aug.2023

Date of Expiry / Cpox roguoctn : Jul.2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: JTN011252/01-160123

4

Disintegration /
Pacnapaemocts

Dissolution /
PactBopenue

07 min 01 sec/ 07 MuH 01 cex

Not more than 30 min /
He 6onee 30 Mun

97 % To 102 %

97 % to 102 %

~ |Not less than 70% (Q) of Ci3H;50,

(Tbuprofen) after 30 min /

He wMmemee 70 % (Q)
(u6ynpoden) yepes 30 MuH
Not less than 70% (Q) of CgHyNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napaueramout) depes 30 MuH

Ci3His0;

CsHoNO;

Remarks : The Product conforms to ND/
IIpumeuanmue: Ilpoaykt coorBeTcTBYeT TpeboBanHusaM H]I

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
ITonrotoBneHo:
Santosh Kumar Maurya

S

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive/
Ono6peno: Menemxep / Pykopoaurens
Manoj) Kumar

Reprint Date:.
Hara; 27.09.2023 «

d.
Reprint Date:

Jara: 27.09.2023

Reprint Date:
JlaTta: 27.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSI
CEPTUDHKAT AHAJTH3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

S Tel : 491 98166 56001-02
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykianu®, TabaeTKIl, NOKPLITHIE IIEHOUHOM 0601049K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301820

Batch Quantity / O6sem naprun : 768.85 K g

040002129185

Analytical Report No / AHanuTRYeckuii oTyer No :

Date of Analysis / lata ananusa: 27.09.2023

Date of Manufacture / Jlata npon3soacrea : Aug.2023

Date of Expiry / Cpok rognoctu : Jul.2028

Analysis performed according ND / Anann3 nposesen no H/L: I1 N011252/01-160123

6 |Related substances /

4-aminophenol (paracetamol impurity)

PoacTeeHHbIE TPUMECH 0.0001% - not more than 0.005 % /

Method 1/ Meron 1 4-amutopenon (mpuMech napaneTamona)
- He Gonee 0,005 %

Method 2 / Metog 2 0.02% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jobas eNMHIYHA [pHMECEH
(ubynpodena unm napaueramona) - He
Gonee 0,3 %
Total impurities (Method 1+ Method 2)

0.05% - not more than 0.7 % /
Cymma npumeceii (Meroxn 1 + Meton 2)
- He Gonee 0,7 %
9 |Water/Bona 1.6% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumevanite: [MpoaykT coorserctayer Tpebosaruam HJI

Opinion : APPROVED
3axnouenue: OJIOBPEHO

Prepared by / @ '
[MogrotoBneno: “——

Santosh Kumar Maurya

Checked by /
[IposepeHo: Pardeep Kumar

Approved by: Manager/Executive/
Ono6peno: Menemxep / Pykopoanrens
Manoj Kumar ’h&i

Reprint Date:.
Jarta: 27.09.2023

Reprint Date:

Jlata: 27.09.2023

Reprint Date:
JHara: 27.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CINN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIH3A

Paged of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MOy kaun®, TabeTKH, NOKPLIThIE IVIEHOYHOH obonoukoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301820

Batch Quantity / O6vem naptuu : 768.85 K o

040002129185

Analytical Report No / AuaauTnyeckuit oruet Ne :

Date, of Analysis / Jlara anaamsa: 27.09.2023

Date of Manufacture / lata npon3soacTsa : Aug.2023

Date of Expiry / Cpox roguocTH : Jul.2028

Analysis performed according ND / Ananu3s nposeaen mo HJI: [1N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpPOAHOCTH Acceptance value (AV) should be not

JIO3BPOBAHUST 1.5 more than 15.0 /

- Ibuprofen /ubynpoden TMokazatens npuemneMocTh (AV) nomken
6bI1Th He 6onee 15,0

- Paracetamol/ 1.4 Acceptance value (AV) should be not

[apaneTamo more than 15.0 /
IToxasaTens npueMIeMocTH (AV) nomkeH
obITh HE Hosiee 15,0

11 [Microbiological purity /

Miukpobronorayeckas

yucToTa*

a) Total aerobic <10 CFU/G Not more than 1000 CFU/g /

microbial count / He 6onee 1000 KOE/r

Obuee gncno

a3pobHBIX

MHWKDPOOPTaHH3MOB

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

yeasts and mould count <5 CFU/G He 6onee 100 KOE/r

/ Obee yucio

JIPOMOKEBBIX U

TIJIECHEBBIX TPUOOB

¢) E. coli Absent Shall be absent in lg / OtcyrcTBHE B

1r .

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykt coorsercTBYeT Tpebopanusam HJT

Opinion : APPROVED
3axmouenue: OIOBPEHO

Prepared by / %]
IToxarorosneHo: @

Santosh Kumar Maurya

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive/
OnobpeHo: Meremxkep / PykogoauTenb

Manoj Kumar /
(Fhy Lt

Reprint Date:.
Jara: 27.09.2023

Reprint Date:
Hara: 27.09.2023

Reprint Date:
Jata: 27.09.2023

Registered Office: 8-2-337, Roacd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85185AP1984PLC004507
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CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTHU®HKAT AHAJTH3A

PageSof 6/ Crp. 5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ho6ykanu®, TabieTKH, NOKPLITLIE IUVIEHOYHOH 060104 KO, 400 mMr + 325 mr
Batch No / Cepust Ne : V2301820 Batch Quantity / O6sem napruu : 7683.85 K
Analytical Report No / AHanuTnyeckuii oTyer Ne Date of Analysis / JlaTa ananu3a: 27.09.2023
040002129185
Date of Manufacture / Jlata npoussoactsa : Aug.2023 |Date of Expiry / Cpox roaAHOCTH : Jul.2028
Analysis performed according ND / Ananu3s mpoBejien no HJ: TIN011252/01-160123
12 |Assay/ 394.1 mg/394.1 mr From 360.0 to 440.0 mg of C,3H;30,
KonnyecTBeHHOE (Tbuprofen) per tablet /
onpejeneHse Ot 360,0 Mr po 440,0 mr C;3H;30,
(ubynpoder) B Tabnerke
322.39 mg/ 322,39 mr From 292.5 to 357.5 mg of CgHyNO,
(Paracetamol) per tablet /
Ot 292,5 mr mo 357,5 mr CgHyNO,
(napaneramon) B TabneTke
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 Tabnetox B IIBX/Al
ta6nerok B [IBX/Al 6nucrep. [To 1 |6nucrep. ITo 1, 2 mnu 20 6nucrepos B
OmicTepy B IMayKy KapTOHHYIO [NayKy KapTOHHYIO BMECTE ®
BMECTE C  MHCTpyKUMeHd 110 |HHCTPYKUMEH IO MPUMEHEHHUIO.
IIPHMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootserctsun ¢ H]I,
15 | Storage conditions / At temperature not more than 25 °C. /
XpaueHune ITpu Temnepatype He Beine 25 °C.
16 | Shelflife / Cpox S years / 5 net
TOIHOCTH

* 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. / [IpoBoaHTCS NPOM3BOAUTENIEM IPH
BBITTYCKE MEPHOJNYECKH: 1A kauaoi 20-oi cepuu Und He meHee 1 pasa B roA. ITokazaTtens MOXET OBITH
HE BKJIIOYEH B cepTH(OHKAT aHamH3a (PUPMBI

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoayxr coorseTcTBYET Tpebosanuam HII

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / L/
IloarotoBneHo: @}“

Santosh Kumar Maurya

Checked by /
IlpoBepeno: Pardeep Kumar

Approved by: Manager/Executive/

Ono6peno: Menemxep / Pykogoauresb
Manoj Kumar @:iq
T

Reprint Date:.
Jara: 27.09.2023

Reprint Date:
JHara: 27.09.2023

Repnint Date:
Jara: 27.09.2023

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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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 |,y drreddys.com

CEPTUOUKAT AHAJTH3A

Page 6 0of 6/ Ctp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NU6yKIHH®, Ta6aeTKH, HTOKPLITHIE IUIeHOYHOH 06o10uKkoii, 400 Mr + 325 Mr

Batch No / Cepus No : V2301820

Batch Quantity / O6bem napthu : 763.85 Kg

040002129185

Analytical Report No / AHanuTHuccKuii oTueT Ne :

Date of Analysis / Jlata anannza: 27.09.2023

Date of Manufacture / [{aTa npmnnuo,uma : Aug 2023

Date of Expiry / Cpox roauocts : Jul.2028

Analysis performed according ND / Auanu3 nposegen ;o HJI: [T N011252/01-160123

API name (INN) /
HaumenoBanue APC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

API manufacturer batch number /
Homep cepiu npon3BOANTEISI
ADC:

PIBM230183

4058/23-24

FP Manufacturer API Batch
number /

Homep cepun cy6eTannuu
npouspoaurens LJID:

FEQA00298

FEQA00243

API Manufactured by & country /
Ipouseourens AD®C, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTHB
®apma Catiercns Jlumuren,
Unpns

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpuina
dapmacerotakaic JIta., Magus

‘Remarks : The Product conforms to ND/
Ipumeuanue: [Nponykt cooTBeTcTRYeT Tpebosanusam HJI

Opinion : APPROVED
3axkmouenue: OJJOGPEHO

Prepared by /

ToArOTOBIEHO! g/

Santosh Kumar Maurya

Checked by /
IIposepeno: Pardeep Kumar

=

Approved by: Manager/Executive/
Onobpeno: Menemkep / Pykopaautens
Manoj Kumar /

It e

Reprint Date:.
Jara: 27.09.2023

Reprint Date:
Hara: 27.09.2023

Repnint Date:
Jata: 27.09.2023
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