Dr.Reddy’s ":".

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIN3A

Page1of6/Ctp.1u36

ﬁ%duct: Ibuclin, film-coated tablets, 400 mg + 325 mg
HﬁXKﬂHl-l@, Ta0JIETKH, OKPBIThIE NIJIeHOYHOI 060049K0ii, 400 mr + 325 Mr

Batch No / Cepusi Ne : V2400277

Batch Quantity / O6bem naptuu : 766.70 Kg

040002446764

Analytical Report No / AHanuTH4yeckuii oTuer Ne :

Date of Analysis / lata anannsa: 12.03.2024

Date of Manufacture / Jara npoussogcrsa : 02/2024

Date of Expiry / Cpok rognoctn : 01/2029

Analysis performed according ND / Anaau3 nposeaen mo HJI: [1N011252/01-160123

No  |Test / Ilokazarean

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KAICYJIOBHAHOH (OPMBI, MOKPBITHIE
NJIEHOYHON 000J0UYKOH OpaHKEBOTO
[[BETa, C PHUCKON Ha OHOH CTOpOHE;
Ha MONEPEYHOM pazpeze — sapo
OeJioro mBeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TabieTku
KancynoBHAHONT  QOpPMEI,  IIOKPBITHIE
IUICHOUHOH  00OJNOYKOH  OpaHKEeBOro
1[BeTa, C pUCKOH Ha OJHOH CTOpOHE; Ha
nonepeyHoM paspese — sapo 6enoro uinu
rouTH Oeyioro LBETA.

2 |Identification /
ITopnuHHOCTH

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 yiepcHBaHUSA OCHOBHBIX NMHUKOB
Ha XpOoMaTorpaMme HCIIBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATH
BpeMeHaM  YIEep)XKUBaHHs HKOB Ha
XpOMaTorpaMMe pacTBOpa CTAHJAPTHBIX
obpazuor unbynpodeHa u mnapaieramona
(pazaen «KonuuecTseHHOE
OIIPEACIICHUE)

3 |Average tablets weight
Cpeansisi Macca
TabneTok

972.6 mg/972.6 Mr

From 9409 mg to 9991 mg
(970.0 mg £+ 3.0 %) /

Ot 940,9 M JI0 999.1 Mr
(970,0 Mr + 3,0 %)

Remarks : The Product conforms to ND/
ITpumeuanue: [1poayxT cootBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jata: 12.03.2024

Prepared by / Checked by / Approved by: M er/Executive/

Hoarorosneno: Shivani [IpoBepeno: Santosh Kumar Ono6peHo: MeH:;:%pA/ PykoBoautens
5i Maurya ’i\,-_ Abhishek Chauhan \

Reprint Date:. Reprint Date: Reprint Date: 3

Jara: .12.03.2024 Hata: 12.03.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page2of 6/ Ctp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykanu®, TabaeTKH, NOKPBIThIE IIeHOYHOH 060.104K0il, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400277

Batch Quantity / O6bem mapruu : 766.70 Kg

040002446764

Analytical Report No / Axanurudeckuii oTueTt Ne :

Date of Analysis / JlaTa ananu3a: 12.03.2024

Date of Manufacture / laTta npoussoncrea : 02/2024

Date of Expiry / Cpok rogaoctu : 01/2029

Analysis performed according ND / Anaaus mpoeaen no HJI: [1 N011252/01-160123

4 |Disintegration /
PacnamaemocTn

06 min 18 sec/ 06 muH 18 cek

Not more than 30 min /
He 6o05ee 30 Muu

5 |Dissolution /
Pacreopenue

98% To 102 %

100 % to 103 %

Not less than 70% (Q) of Ci3sH 50,
(Ibuprofen) after 30 min /

He wmenee 70 % (Q) CuiHiO
(ubympoden) uepes 30 MuH

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

He wmenee 70 % (Q) CsHoNO,
(napaneramoin) uepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeyanue: ITpoaykT coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akuarouenue: OJJOBPEHO

Prepared by /
[Tonrorosieno: Shivani

A

Checked by /
[Tposepeno: Santosh Kumar
Maurya =

Approved by: Manager/Executive/
Ono6bpeno: Menemxgp / PykoBoanrens
Abhishek Chauhan

Reprint Date:.
Hata: 12.03.2024

Reprint Date:
Harta: .12.03.2024

Reprint Date:
Hata: 12.03.2024




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3IA

Page3 0of6/Ctp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykauu®, TabaeTKH, HOKPLIThIE IJIEHOYHO# 060104K0#, 400 mr + 325 Mr

Batch No / Cepust Ne : V2400277 Batch Quantity / O6sem maptuu : 766.70 Kg
Analytical Report No / AnanmuTudeckuit oruer Ne : Date of Analysis / JlaTta ananusa: 12.03.2024
040002446764

Date of Manufacture / lata npou3ssoacrsa : 02/2024 | Date of Expiry / Cpok roanocru : 01/2029

Analysis performed according ND / Ananns nposenen mo HJ: [ N011252/01-160123

6 |Related substances /
PoncTBeHHbIE TPUMECH
Method 1/ MeTop 1

Method 2 / Meton 2

. 4-aminophenol (paracetamol impurity)
0.0001% - not more than 0.005 % /

4-amuHodeHon (npuMech napalueTaMmona)
- He Oonee 0,005 %

0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eAUHUYHAs IIpUMeECh
(ubynpodeHa mnm mapaueramosia) - He
6onee 0,3 %

Total impurities (Method 14+ Method 2)
0.03% - not more than 0.7 % /

Cymma npumeceit (Meron 1 + Metox 2)
- He Oonee 0,7 %

9 |Water/Boga

1.5% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykt cootBercTByeT Tpebopanuam HJ[ | 3akmodenne: OJOBPEHO

Prepared by /
[TogrorosneHo: Shivani

Checked by / Approved by: Manager/Executive/
[IpoBepeno: Santosh Kumar Onobpeno: Menemxdp / PykoBoaurens

Mautya o8 Abhishek Chauhan

§r
Reprint Date:.
Hata: 12.03.2024

T

Reprint Date: Reprint Date:
Hara: .12.03.2024 Hata: 12.03.2024




Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 4 0of 6/ CtTp. 4 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoyknann®, TabieTKH, NOKPLIThIE NJIeHOYHOH 060104K0#, 400 mr + 325 mr

Batch No / Cepus Ne : V2400277 Batch Quantity / O6bem naptiu : 766.70 Kg
Analytical Report No / AranuTu4yeckuii oruer Ne : Date of Analysis / IaTa anannza: 12.03.2024
040002446764

Date of Manufacture / Jlata npoussoacrsa : 02/2024  |Date of Expiry / Cpok rogsocrs : 01/2029

Analysis performed according ND / Anaaus nposesen mo HJI: 1 N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpONHOCTh Acceptance value (AV) should be not

JO3UPOBAHHUS 2.3 more than 15.0 /

- Ibuprofen /ubymnpoden [Tokazatens npuemiaeMocTu (AV) nomxeH
ObITE He Ooiee 15,0

- Paracetamol/ 2.3 Acceptance value (AV) should be not

napaueTamol more than 15.0 /

IToxasatens npuemneMocTu (AV) foJxeH
OBITE He 6oJiee 15,0

11 |Microbiological purity /

Mukpo6uonorudeckast

qucrora¥* NA

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

microbial count / He 6onee 1000 KOE/r

O61uee yucio

a3pobHbBIX

MHKPOOPraHu3MoB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1ee uncno

JPOXOKEBBIX U

TJIeCHEBBIX MPHOOB NA

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

Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [Tpoaykr cooteTcTByeT Tpebosanusam HJ[ | 3axmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: ManagenfExecutive/
[ToarororneHo: Shivani [IpoBepeHo: Santoig Kumar Onobpeno: Menemxep || Pykopogurens
f‘r Maurya : Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date: '
Hara: 12.03.2024 JHara: .12.03.2024 Jara: 12.03.2024




Dr.Reddy'’s ‘,‘-

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Page 50f6/Ctp.5 136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykana®, TadjeTKH, NOKPBIThIE IVICHOYHOI 000/1049K0H, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400277

Batch Quantity / O6bem naptuu : 766.70 Kg

040002446764

Analytical Report No / Ananuruyeckuii oryer No :

Date of Analysis / [laTa anannsa: 12.03.2024

Date of Manufacture / JlaTta nponsBoactsa : 02/2024

Date of Expiry / Cpok rogHocts : 01/2029

Analysis performed according ND / Ananus nposened mo H/I: ITN011252/01-160123

12 |Assay/
KonuuecTBeHHOE
onpeneneHye

From 360.0 to 440.0 mg of Ci3H 50,
(Ibuprofen) per tablet /

Or 360,0 mr mo 440,0 mr CisHisOs
(n6ynpoden) B Tabnerke

I'rom 292.5 to 357.5 mg of CyHyNO,
(Paracetamol) per tablet /

Or 2925 mr go 357,5 mr CsHoNO,
(mapaneramo) B TabieTke

398.8 mg/ 398.8 mr

325.46 mg/ 325.46 mMr

13 | Package / Ynaxorka

10 tablets in PVC/Al blister. 1

10 tablets in PVC/Al blister. 1, 2 or 20

blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6xuctep. [To 1
Onucrepy B madKy KapTOHHYIO
BMECT€ C  HHCTpYKUHEH 1o
TPHMEHEHHIO.

blisters and a patient information leaflet
in a carton. / Ilo 10 Tabnerox B [IBX/Al
omucrep. Ilo 1, 2 unn 20 GaucrepoB B
nauky KapTOHHYIO BMECTE c
UHCTPYKLMEH 10 NPHMEHEHHIO.

14 | Labeling / MapxupoBka

According to ND. / B cootBercTBuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHne ITpu TemMneparype He Bble 25 °C.
16 | Shelf life / Cpox 5 years /5 ner
FOJHOCTH

* 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. / [IpoBoAUTCS NPOU3BOAUTENEM IPH
BBINYCKE TIEPHOANYECKH: Ul Kakaoi 20-o# cepuu 1id He MeHee 1 pasa B roa. Ilokaszatesns MOXET ObITH
HE BKJIIOYEH B cepTU(UKAT aHann3a GupMbl

Remarks : The Product conforms to ND/
IIpumeyanue: [TpoaykT coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive/

[ToarotorneHo: ngani [IposepeHo: Sanm?]:hl(umar Onobpeno: Meuemxkep / Pykogoautens
) Maurya - Abhishek Chauhan RS

Reprint Date:. Reprint Date: Reprint Date:

Hata: 12.03.2024 JHara: .12.03.2024 Hara: 12.03.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 93166 56001-02
www.drreddys.com

Page 6 of 6 / Crp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaus®, TabjeTKH, NOKPbIThIE MJeHO4UHOM 060J104K0i1, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400277

Batch Quantity / O6bem maptun : 766.70Kg

040002446764

Analytical Report No / AHajiuTH9eckuii oTueT Ne :

Date of Analysis / laTta anannza: 12.03.2024

Date of Manufacture / lata npousBoacrsa : 02/2024

Date of Expiry / Cpok rogaoctn : 01/2029

Analysis performed according ND / Ananau3 npoBeaen mo HJI: ITN0O11252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamo! / [Tapaueramon

API manufacturer batch number /
Homep cepun nponspoanTens
ADC:

PIBM230456

4593/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGeTanumnu
npoussoauTens I'JID:

FEQA00656

FERA00002

API Manufactured by & country/
IIponspogutens A®C, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa 3xTnB
®apma Cailencus Jlumuren,
Wunus

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpu Kpuuixa
®apmacsrotuxanc JItn., Unpus

Remarks : The Product conforms to ND/
IIpumeyanue: [IponykT coorBercTByeT TpeboBaHusaM HJL

Opinion : APPROVED
3axnmoyeHue: O,I[OBPE::HO

Prepared by / Checked by / Approved by: Manager{Executive/

[Toarotosneno: Shivani [IpoBepeHo: San Kumar Ono6peno: Menemxep || Pykoeaautens
/ T Maurya : Abhishck Chauhan

Reprint Date:. Reprint Date: Reprint Date: '

Hara: 12.03.2024 Hara: .12.03.2024 - Harta: 12.03.2024

Registered Office: 8-2-337, Road No

3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tol +91 40 4900 2960, Fax: 91 40 4900 2299, Email: mait@drreddys,com

CIN: LR5195AP1984PLCC0A507
wyavdrreddys.com




