Dr. Reddy's Laboratories Ltd.

@
/ °Q® Formulation Unit-6
Dr' Reddy S ‘-. Vill. Khol, Nalagarh Road, Baddi,

Distt. Soian, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

Page 1of 5/ Ctp. 1 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabNeTKH, NOKPBIThIE MJIEHOYHOH 000/1049KOH, 400 mr + 325 mr

Batch No / Cepnst Ne : V2300060 Batch Quantity / O6bem naprun : 727.5 kG
Analytical Report No / AnaauTuueckuii order Ne Date of Analysis / Jlata anaau3sa: 22.01.2023
040001736837

Date of Manufacture / laTa npou3soactsa : Dec-2022 |Date of Expiry / Cpok roatocrs : Nov-2027

Analysis performed according ND / Ananu3s nposeaen no HJI: I1 NO1 1252/01-300522

Ne  |Test / Ilokasarenn Results/ Pe3yibTaThl |Specification / Hopma
1 |Description/ Onuicanne |Capsule-like orange-coloured film-|Capsule-like orange-coloured film-coated
coated one-side scored tablets; on|one-side scored tablets;
cross section - white core. /TabneTku|on cross section- white or off-white core. /
KaICyJIOBUIHONH (OpMbI, MokpbiThie|Tabnetky  KancynoBUIHOH — dopmbl,
IIEHOUHOH 000JI0UKON OPaHXKEBOro [MIOKPBITHIC TUICHOYHOH ob6onoukoit
11BETa, C PUCKOW Ha OJHOW CTOPOHE;|OpaHKEBOTO LBETA, ¢ PUCKOH Ha ONHOH
Ha IIOMEpeYHOM paspe3e — SIAPO|CTOPOHE; Ha TMONEPEYHOM paspese — A4po
6enoro 1BeTa. 6enoro uik moyTy 6e10ro LBETA.
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [TpoaykT cooreTcTBYeT Tpebosanuam HJI 3axmovenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoarororneno: Ankit IIposepeHo : Naresh Kumar /Ono6peHo:Menemxep/PykoBOAUT
-. @ enb Manoj Kumar /
/ L
Reprint Date: 22.01.2023 Reprint Date: 22.01.2023 Reprint Date: 22.01.2023
Hara: JlaTa: JlaTa:

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ‘;

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

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page2 of 5/ Ctp. 2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxanu®, TabieTKH, MOKPbITHIE MJ1eHo4HOol 060104yKoi, 400 mr + 325 mMr

Batch No / Cepusi Ne : V2300060

Batch Quantity / O6bem nmaptuu : 727.5 kG

040001736837

Analytical Report No / AHanuTnyeckuii otuet Ne :

Date of Analysis / laTa ananu3a: 22.01.2023

Date of Manufacture / lata npousoactsa : Dec-2022

Date of Expiry / Cpok rognoctu : Nov-2027

Analysis performed according ND / Ananus nposesed no HJI: T N011252/01-300522

2 Identification /
ITognnHHOCTD

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) /
BpemeHa ynep)KMBaHHA OCHOBHBIX MHKOB
Ha XpoMaTorpamme HCIIBITYEMOTO
pacTBopa  JOJKHBl  COOTBETCTBOBATb
BpeMEHaM  yJepXHBaHUs TIMKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasiioB ubynpodeHa U napaueTamona
(pa3nen «KonnuecTBeHHOE
OTIPEAETCHUE)

3 |Average tablets weight
Cpenuss Macca
TabneTox

969.2 mg / 969.2 Mmr

940.9 mg to 999.1 mg
(970.0 mg £+ 3%) /

Or 9409 w~Mr 1o 999,1 MI'
(970,0 Mr+ 3 %)

Remarks : The Product conforms to ND/
IIpumeuyanue: [Iponykt coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3aknouenue: OJIOBPEHO

Prepared by /
ITogrorosneno: Ankit

[~

Checked by /
[Tposepeno : Naresh Kumar

G

/

Approved by: Manager/Executive
/Ono6peno:Menemkep/PykoBoaut

enb Manoj Kumar f’

Reprint Date: 22.01.2023
Jara:

Reprint Date: 22.01.2023
Jara:

Reprint Date: 22.01.2023
Hara:
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500034, Telangana, india
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Dr.Reddy’s ‘f:‘

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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Page3 of 5/Ctp.3 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOykauH®, Ta61€TKH, IOKPHITHIE NJIEHOYHOH 060404K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2300060

Batch Quantity / O6bem maprun : 727.5 kG

040001736837

Analytical Report No / AHannTHYecKHii oTyeT Ne :

Date of Analysis / /laTta anaau3a: 22.01.2023

Date of Manufacture / lata npou3Boacrea : Dec-2022

Date of Expiry / Cpok rogsoctu : Nov-2027

Analysis performed according ND / Ananu3s nposeaen no HJI: ITN011252/01-300522

4 |Disintegration /
PacnagaemocTs

05 min /05 Mu

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

96 % to 103 %

97% 10 99 %

Not less than 70% (Q) Ci3HizO;
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3His02
(ubynpoden) yepes 30 MiH
Not less than 70% (Q) CsHoNO»

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO;
(mapaueramon) uepe3 30 MuH

6 |Related substances /
Poncrteennble npumMecu
Method 1/ Metopn 1

Method 2 / Meton 2

0.0004 %

0.04%

0.04%

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

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwobas enuHU4Has
npuMech {(uSynpodena WU
napaueramoray) - not more than 0.3% /

He 6oiee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meron 1 + Merton 2) -
not more than 0.7% / ue 6oiee 0,7 %

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykr cooTBercTByeT TpeboBauuam HJT

Opinion : APPROVED
3akmwyenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Ankit

i

Checked by /
ITposepeno : Naresh Kumar

@

Approved by: Manager/Executive
/OnobpeHo:Menemkep/PykoBoaut

enb Manoj Kumar

Reprint Date: 22.01.2023
Hara:

Reprint Date: 22.01.2023
Jara:

Reprint Date: 22.01.2023
Jlara:

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



Qe Dr. Reddy's Laboratories Ltd.

! - Formulation Unit-6
Dr. Reddy s ‘-. Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIU3A

Page4 of 5/ Crp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabaeTki, NOKPbITHIE NJIEHOYHOI 060104K0i#, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300060 Batch Quantity / O6bem maprnu : 727.5 kG
Analytical Report No / AnanuTuyeckuii order Ne : Date of Analysis / [lata anann3a: 22.01.2023
040001736837

Date of Manufacture / Jlata npoussoacrsa : Dec-2022 |Date of Expiry / Cpox roanocru : Nov-2027

Analysis performed according ND / Ananu3 nposeaen mo HJI: TTN011252/01-300522

9 |Water/Bopaa 1.5% Not more than 5.0% /
He 6oiee 5,0 %
10 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.3 more than 15.0 /
OnHOpPOJHOCTD ITokazarens npuemnemMoctd (AV) NoibkeH
JO3UPOBAHMSI ObITh He Oonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.3 more than 15.0 /
- Paracetamol/ [Mokazarens mpueMieMocTd (AV) 1oMmxeH
napaueramod ObITh HE Oonee 15,0
11 |Microbial limits /
Muxkpobuoiornueckas
YUCTOTA
a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g/
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
Obuiee yncno
a’pOGHbIX
MHKDPOOPraHU3MOB
b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g/
yeasts and mould count Menee 5 KOE/r He 6onee 100 KOE/r
/ Obee yucno
JPOXOKEBBIX H
IUTCCHEBBIX IPUOOB
¢) E. coli Absent in 1g/ OtcyTcTBYeT B IT Shall be absent in 1g / OrtcyrcTBHE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [Tpoaykr coorsercTByeT TpeGoBanusam HJ 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Cxecutive
[Toarotoeneno: Ankit [TpoeepeHo : Naresh Kumar /Opo6peno:Menexep/Pykosoaut
A @ enb Manoj Kumar uﬂ
b 2 i
Reprint Date: 22.01.2023 Reprint Date: 22.01.2023 Reprint Date: 22.01.2023
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Dr.Reddy’s €

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page Sof 5/Crp.5u3 s

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UO6ykauH®, TabaeTKH, HOKPBIThIE MJIeHOYHOH 060104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne :

V2300060

Batch Quantity / O0bem naptuu : 727.5 kG

040001736837

Analytical Report No / Ananutnyeckuif otyer No :

Date of Analysis / lata ananusa: 22.01.2023

Date of Manufacture /

Jara npousBoactsa : Dec-2022

Date of Expiry / Cpok rogsoctu : Nov-2027

Analysis performed according ND / Anasnu3s nposenen mo HJI: I1 N011252/01-300522

12 |Assay/
KonnvectseHnnoe 400.2 mg / 400.2 mr
onpeaeneHue
324.50 mg/ 324.50 mr

360.0 to 440.0 mg
(Ibuprofen) per tablet /
Or 360,0 mr go 440,0 mr C;3sHisOs
(nbynpoden) B Tabnerke
292.5 to 3575 mg
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CgHoNO»
(napaiuieramon) B TabneTke

of CiHi30:

of CsHoNO»

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6nuctep. Io 1
onyicrepy B TNAayky KapTOHHYIO
BMECTE C  WHCTpyKIHeH 1o
IPHMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B [IBX/Al
Gmucrep. Tlo 1, 2 unn 20 Onucrepos B
nauky KapTOHHYO BMECTe c
MHCTPYKIHEH 10 MPHUMEHEHUIO.

14 | Labeling / MapkupoBka| According to ND. / B cootsercTBuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue Ipu temneparype ze Bbiiue 25 °C.
16 | Shelflife / Cpok 5 years / 5 net
TOJHOCTH

Remarks : The Product conforms to ND/
IIpumeuanne: [poaykt coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmwouenue: OJOBPEHO

Prepared by /
[ToaroroBneno: Ankit

—

Checked by /
[TposepeHo : Naresh Kumar

(A b

Approved by: Manager/Executive
/Ono6peHo:MeHexep/PyKoBOIUT

enb Manoj Kumar
el

Harta:

Reprint Date: 22.01.2023

Reprint Date: 22.01.2023
JlaTa:

Reprint Date: 22.01.2023
Jara:
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