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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIU3A

Page1of5/Ctp.1m35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykann®, TabaeTKH, NOKPHLITHIE ILIEHOYHOI 0601049K0ii, 400 Mr + 325 mr

[ Batch No / Cepus Ne : V2400673

Batch Quantity / O6nem napTuu : 718.50 Kg

040002504331

Analytical Report No / AHajIuTHYeCKHIA oTdeT No :

Date of Analysis / lata anann3za: 29.04.2024

Date of Manufacture / lata npoussoacrsa : 04/2024

Date of Expiry / Cpok rognoctu : 03/2029

Analysis performed according ND / Anann3 nposeaen mo HJI: ITN011252/01-160123

No  |Test / IlokaszaTenb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./  Tabnerkn
KarcyaoBUAHOH (HOpMBI, MOKPBITHIE
IUIEHOYHOH 000JIOUKOH OpaHkKeBOro
1[BETa, ¢ PUCKOIl Ha ONHOH CTOPOHE;
Ha TIOMEepeyHOM paspese — SApo
Genoro LBeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Tabnerku
KarncyJlOBHJIHOH  QOpMBI,  TOKPBITHIE
MUIEHOYHOH  000JI0UKOH  OpaHXeBOro

LBETa, C PUCKOW Ha OAHOH CTOpOHE; Ha
MIOTIEPEYHOM paspese — sApo Oenoro uiu
noyTy 6eNoro LBETa.

2 |Identification /
ITogMUHHOCTD

Complies as prescribed/
CooTBeTCcTBYeT

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 ynepKuBaHHUsI OCHOBHBIX MUKOB
Ha XpoMaTorpamme HCIIBITYEMOI0
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATH
BpeMEHAM  YAEP)KHBaHHWs THKOB Ha
XpomarorpaMme pacTBOpa CTaHJapTHBIX
obpaznoB ubynpodeHa W mnapaneramosna
(paznen «KonuuecteeHHOE
ONpPENENCHHUE)

3 |Average tablets weight
Cpennsist Macca
TabyeTok

970.2 mg/970.2 Mr

From 940.9 mg 999.1
(970.0 mg +3.0 %) /
Or 940,9 wr

(970,0 mMr + 3,0 %)

to mg

hi (o) 999,1 MT

Remarks : The Product conforms to ND/
IIpumeyanne: [Ipoaykt cootBeTcTBYeT TpeboBanusm HJ|

Opinion : APPROVED
3aknwyenue: OJOBPEHO

Prepared by /
[logroroBneHo: Santosh
Kumar Maurya

Checked by /
[Ipoeepeno: Pardeep Kumar

—_—

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBoautens Manoj Kumar

]

Reprint Date:
Jara: 29.04.2024

Reprint Date:
Jarta: 29.04.2024

Reprint Date:
Hara: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s “:‘

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJIM3A

Page2 of 5/Ctp.2 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoyxkaun®, TablieTKH, NOKPbITHIE IUIEHOYHOH 060.1049K0MH, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400673

Batch Quantity / O6bem naptuu : 718.50 Kg

040002504331

rgnalytical Report No / AnanuTHueckHuii oTyer Ne :

Date of Analysis / /laTa ananusa: 29.04.2024

[Date of Manufacture / lata npoussozcrsa : 04/2024

Date of Expiry / Cpok rogsoctu : 03/2029

Analysis performed according ND / Ananu3 nposeaex mo HJI: [1N011252/01-160123

4 |Disintegration /
PacnamaemocTtb

05 min 56 sec / 05 MuH 56 cex

Not more than 30 min /
He 6oiee 30 MuH

5 |Dissolution /
PactBopenue

101 % To 104 %

98 % to 104 %

Not less than 70% (Q) of CisHi30
(Tbuprofen) after 30 min /

He wmenee 70 % (Q) CisHis0;
(ubynpoden) yepes 30 MUH
Not less than 70% (Q) of CsHoNO;

(Paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO,
(napanetramonn) uepe3 30 MUH

6 |Related substances /

0.001%

4-aminophenol (paracetamol impurity)

ITpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusaM HJI

PoncteeHHbIe MpUMecH - not more than 0.005 % /
Method 1/ Merton 1 4-amuHobeHOo (pUMech NapaneTaMmona)
- He 6onee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / Metopn 2 0.04 % JIrobas eIMHUYHAs MpUMeECh
(ubynpodena unM Maparneramosia) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.07% - not more than 0.7 % /
Cymma npumeceit (Merton 1 + Merog 2)
- He 6onee 0,7 %
9 |Water/Bona 1.4% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmwouenune: OJIOBPEHO

Prepared by /
[ToarororneHno: Santosh
Kumar Maurya

—

Checked by /
[TpoepeHo: Pardeep Kumar

Approved by: Manager/Executive

/OnobpeHo: Menemxep /
PyxoBoautens Manoj Kumar M

Reprint Date:
Hata: 29.04.2024

Reprint Date:

Jata: 29.04.2024

Reprint Date:
Jlarta: 29.04.2024

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@drraddys.com

CIN: L85135AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘_‘:‘

Dr. Reddy's Laboratories |td.
Formulation Unit-6

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A Page3 of S/ Crp.3 w35

Product : Ibuclin, film-coated tablets, 40

0 mg + 325 mg

HMoykaun®, TabeTkH, NOKPBIThIE NIeHOYHOH 06004K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400673 Batch Quantity / O6bem nmapTumu : 718.50 K¢
Aanalytical Report No / Ananutrnyeckuii oTder Ne : Date of Analysis / /laTa ananu3sa: 29.04.2024
040002504331

Date of Manufacture / lata npoussoacta : 04/2024 Date of Expiry / Cpox rognoctu : 03/2029

Analysis performed according ND / Ananus nposeaen o HJI[: I N011252/01-160123

e

10 |Uniformity of dosage
units /

OnHOpOJHOCTD
JO3UPOBAHHUS

- Ibuprofen /ubynpoden

- Paracetamol/
napaleTamorl

Acceptance value (AV) should be not

1.0 more than 15.0 /

[MTokazarens npuemneMocTi (AV) nomkeH
ObITh He Oonee 15,0

1.1 Acceptance value (AV) should be not
more than 15.0 /

IMoxka3zarens npuemnemocty (AV) nomken
OBITh He Oonee 15,0

11 |Microbiological purity /
Mukpobuosoruueckas
yycrora*

a) Total aerobic
microbial count /
Oob1ee yucio

NA Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

I pumedanne: [Ipoxykr cootBercTByYeT Tpebopanusm HI[ | 3axmouyenue: ONOBPEHO

a3poOHBIX
MUKPOOPraHH3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob1wee uucio
JIPOXOKEBBIX U
NJECHEBBIX TPUBOB
c) E. coli NA Shall be absent in lg / OTcyTcTBHE B
Ir
RemarKks : The Product conforms to ND/ Opinion : APPROVED

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

[Toprororneno: Santosh | [Iposepeno: Pardeep Kumar | /Onpo6peno: Menemxep / ,

Kumar M ‘ [ P Manoj Kumar (s
umar Maurya (}(}/ . ykoBoauTess Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 29.04.2024 Harta: 29.04.2024 Hara: 29.04.2024

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: maii@drraddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':'.

Dr. Reddy's Laboratories [td.
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
CEPTUDPUKAT AHAJIN3A Page4 of 5/ Cr1p. 4 u3 5
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Meyknuu®, TabaeTku, NOKPHLIThLIE MJIEH0YHOH 060104K0i, 400 Mr + 325 mr
Batch No / Cepust Ne : V2400673 Batch Quantity / O0bem nmaptuu : 718.50 Kg
Analytical Report No / AnajgnTudecknii oryer Ne : Date of Analysis / lata anaymsa: 29.04.2024
040002504331
Date of Manufacture / lata npousBoacrsa : 04/2024 Date of Expiry / Cpok roanoctn : 03/2029
|Analysis performed according ND / Ananus nposemen mo HJI: TIN011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of C;3H ;30
KonuyectBeHHOE (Ibuprofen) per tablet /
ornpefeyieHue 398.4 mg/398.4 Mmr Or 360,0 mMr go 440,0 mr C;3H;30,
(ubynpodeH) B Tabnerke
From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
328.93 mg /328.93 mMr Or 292,5 mr mo 357,5 mr CgHoNO;
(napaneramon) B TabneTke
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient informaticn |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 |in a carton. / ITo 10 tabnerok B [IBX/Al
tabnetok B [IBX/Al 6nuctep. [To 1 [6nuctep. Mo 1, 2 win 20 6iucrepos B
Onicrepy B MayKy KapTOHHYIO |Madky KapTOHHYIO BMECTE c
BMECTE C  MHCTPYKUMEH 1O |MHCTPYKUHEH [0 IPUMEHEHHMIO.
HIPUMEHEHHIO.
14 | Labeling / MapxupoBka| According to ND. / B cootsercteuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temneparype He Bbille 25 °C.
16 | Shelf life / Cpoxk 5 years /5 ner
TOIHOCTH B

* 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. / [IpoBoAHTCSI IPOM3BOAMTENEM MPH
BBINTYCKE NMEPHOAMYECKH: Ul Kax ol 20-0l cepuu ik He MeHee 1 pasza B rof. Ilokaszarens MOXET OBITH
HE BKJIIOUEH B cepTU(DUKAT aHaM3a GUPMBI

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBercTBYeT TpeboBanusm HJI

Opinion : APPROVED
3akmwouenune: OJIOBPEHO

Prepared by /
[Hoarorosneno: Santosh

Kumar Maurya &

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
PykoBoautens Manoj Kuma y

Reprint Date:
Jlata: 29.04.2024

Reprint Date:

Harta: 29.04.2024

Reprint Date:
JHara: 29.04.2024

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: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

®e Form i i
ulation Unit-6
9 @
Dr. Recl dy S ‘ .. Vill. Khol, Natagarh Road, Baddi,
" Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A PageSof S/ Crp.5u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TablieTKH, MOKPLIThIE IUIEHOYHOI 000/104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400673 Batch Quantity / O6bem napTuu : 718.50 Kg
Analytical Report No / Ananutu4decknii oryer Ne : Date of Analysis / Jlata ananusza: 29.04.2024
040002504331

Date of Manufacture / Jlata npousBoacrsa : 04/2024 Date of Expiry / Cpok roagsoctu : 03/2029

Analysis performed according ND / Anaju3 nposeaen mo H/I: [T N011252/01-160123

APIname (INN)/
Hanmenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [TapaneTamon
API manufacturer batch number / PIBM230464 1167/23-24

Howmep cepuu npousBogurtess APC:

FP Manufacturer API Batch number /
Howmep cepun cy6cTranuuu FERAO00050 FERAO00085

npouspoantes I'JID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,

API Manufactured by & country/ Limited, India / Conapa 2xtus ©apma | India / Ipu Kpumina
I[Ipoussoaurens APC, cTpana: Caitencus Jlumurten, Unaus ®apmacerotukainc JIta., Uuaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

[ pumeuanue: [Tpoaykr coorserctByet TpeGosanusam HJ] | 3akmoyenne: OJIOBPEHO

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

[ToarotosneHo: Santosh | [IposepeHo: Pardeep Kumar /Ono6peHo: MeHemxep / )

Kumar Maurya Pykosoautens Manoj Kumar!(

y @;’_ 4/5 y ]
Reprint Date: Reprint Date: Reprint Date:
Hara: 29.04.2024 Jara: 29.04.2024 Hara: 29.04.2024

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: maii@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



