Dr.Reddy’s €&

Dr. Reddy's Laboratories Lty
Formulation Unit-6

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

CEPTHOHUKAT AHAJIU3A

Page1of 5/ Ctp. 1 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOyKIHH®, Ta0NETKH, MOKPHITHIE LIEHOYHOH 000104K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400690

Batch Quantity / O6bem mapTnu : 712.75 Kg

040002506619

Analytical Report No / AnanuTH4yecKHit oT4yer No :

Date of Analysis / [laTa anannsa: 29.04.2024

Date of Manufacture / Jlata uponzBoacrea : 04/2024

Date of Expiry / Cpok rogHoctH : 03/2029

Analysis performed according ND / Auasms nposeaen no H: IT N011252/01-160123

Ne |Test/ Iloka3aTean

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ Omucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KancymoBHIHOH (pOpMBI, MOKpPHITHE
IIEHOYHO!H 000/I0uKOi OpaHXEeBOro
L[BETA, C PUCKOH Ha OJHOH CTOPOHE;
Ha [MOMepeyHOM paspe3e — AApO
Oesoro ugera.

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

core at the cross-section. / TabGnerku
KancyaoBuaHoH  QOpPMBI,  TOKPBITHIE
nmineHo4yHoit  06oN0uKkoH  OpaHXeBoro

LBETa, C PUCKOH Ha ONHOH CTOpOHE; Ha
TMoMepeyHoM paspese — AApo 6enoro wum
noutu 6enoro uBeTa.

2 |Identification /
IopnuHHOCTD

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 yaepXHBaHIS OCHOBHEIX IMHKOB

Ha XpOMaTorpaMme HCIILITYEMOTO
pacTBopa  JIOJXKHBl  COOTBETCTBOBAThb
BpeMeHaM  YAepXHBaHHS [HKOB  Ha

XpomarorpaMMe pacTBOpa CTaHAAPTHBIX
obpasuos ubynpodeHa ¥ mnaparneraMmona

(paznen «KonuuecTBeHHOE
ONpEHENEHNE)))
3 |Average tablets weight 966.3 mg/966.3 mMr From 9409 mg to 9991 mg
CpenHsst Macca (970.0 mg £ 3.0 %) /
TabieTok Or 9409 wmMr g0 9991 wMmr

(970,0 mr = 3,0 %)

Remarks : The Product conforms to ND/
ITIpumcuanmuc: IIpoaykr cooTBCTCTBYCT TpcboBanmsaM 1171

Opinion : APPROVED
3axmoncunc: OJOBPEHO

Prepared by /
INoarortornieno: Santosh
Kumar Maurya @Z/\_

Checked by /
[IpoBepeno: Pardeep Kumar

— .

-

Approved by: Manager/Executive

/Onobpeno: MeHemxep /
ykoBoauTelb Manoj Kumar @k‘ﬂ,

Reprint Date:
Jara: 29.04.2024

Reprint Date:
Hara: 29.04.2024

Repnint Date:
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
Wwww.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHHAJIHA3ZA Page2 of 5/Ct1p. 2 35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hoyknua®, Ta6/1eTKH, IOKPBITHIE NIIEHOYHOH 000/104K0H, 400 MI' + 325 mMr

‘|Batch No / Cepusi Ne : V2400690 Batch Quantity / O6bem napruu : 712.75 Kg
Analytical Report No / AnasmaTHyecKnii oTyer No Date of Analysis / /laTa ananuza: 29.04.2024
040002506619
Date of Manufacture / [lata npon3eoacrea : 04/2024 Date of Expiry / Cpok rogsocrd : 03/2029

Analysis performed according ND / Ananus nposegen mo HJI: TIN011252/01-160123

95 % to 101 %

4 |Disintegration / 06 min 06 sec / 06 muH 06 cex Not more than 30 min /
PacnajiaeMocTe He 6onee 30 MuH

5 |Dissolution / 97 % To 104 % Not less than 70% (Q) of Ci3His0,
PactBopeHue (Tbuprofen) after 30 min /

He MeHee 70 % (Q) C13H1802
(n6ympoden) yepes 30 muH

Not less than 70% (Q) of CsHoNO:
(Paracetamo]) after 30 min /

He wMemee 70 % (Q) GCsHoNO2
(napaneraMon) yepe3 30 MHH

6 |Related substances / ;
PojicTBEHHBIE PUMECH 0.001%
Method 1/ Meton 1

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

4-amunodeHon (mprMeck NapaleTaMona)
- He bonee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //

Method 2 / Meton 2 _ 0.04 % Jlrobas eMHUYHAs [IpUMech
(ubynpodeHa unH MapaneramMona) - He
bonee 0,3 %

Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumecedt (Meton 1 + Meroz 2)
- "He 6onee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumcuannc: ITponykT cooTBeTCTBYCT TpcOonaisam HJT

Opinion : APPROVED
3akawuerue: OJOBPEHOQ

Prepared by / Checked by /
[Moarotosneno: Santosh | I[Tposepeno: Pardeep Kumar

Kumar Maurya -
% :

Approved by: Manager/Executive

/Onmo6peHo: Menenxep / @i

PykoBoautens Manoj Kumar

Reprint Date: Reprint Date:
Jara: 29.04.2024 Jara: 29.04.2024

Reprint Date:
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
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A Page3 of 5/Ct1p.3 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyknnn®, TabieTky, HOKPLITHIE IIIEHOYHOH 000/1049K0H, 400 Mr + 325 Mr

Batch No / Cepust No : V2400690 Batch Quantity / O6sem napTuu : 712.75 Kg
Analytical Report No / AHanuTH4eckn# oT4er Ne : Date of Analysis / JIaTa ananmn3a: 29.04.2024
040002506619

Date of Manufacture / Jlata npoussozcrsa : 04/2024 Date of Expiry / Cpok roguoctd : 03/2029

Analysis performed according ND / Anasns nposeacn no HI: ITN011252/01-160123

10 |Uniformity of dosage

units /

OJHOPOJHOCTE Acceptance value (AV) should be not

JIO3HPOBAHUS 3.2 more than 15.0 /

- Ibuprofen /m6ynpoden - ITokazatens npueMaemMoctd (AV) noxkeH
6bITE He Hornee 15,0

- Paracetamol/ 2.0 Acceptance value (AV) should be not

napaueTamMmost more than 15.0 /

INoxkasarens mpuemneMocTy (AV) nosnkeH
OLITEL He bonee 15,0

11 |Microbiological purity /

MukpoSuonorndyeckas

gycrora*

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

microbial count / He 6onee 1000 KOE/r

QO6mee ynucio

a3pobHBIX

MHKPOOPraHH3MOB

NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Obiee gucio

JPOXOKEBBIX U

TUIECHEBBIX TPHOOB

¢) E. coli NA Shall be absent in lg '/ OtcyrcrBHe B

Ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumcuannc: [Tpoayxt coorBererByet TpeGopanuam HJI | 3akmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Moarotoeneno: Santosh | [Iposepeno: Pardeep Kumar /OnobpeHo: Menemxep /
Kumar Maurya ’& i Pyxosoautens Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
Hata: 29.04.2024 Hara: 29.04.2024 Hata: 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 2995, Email: maii@drraddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3IA

Dr. Reddy's Laboratories Lt
Forrnulation Unit-6

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

Page4 of 5/C1p. 4 u3 5

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoyxaua®, TabieTkH, NOKPLITHIE MIeHOYHO# 060a04Koi, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400690

Batch Quantity / O6bem naprun : 712.75 Kg

040002506619

Analytical Report No / AnanuTHyeckHii oT4er Ne :

Date of Analysis / laTa ananu3a: 29.04.2024

Date of Manufacture / Jlata nponssojcrea : (14/2024

Date of Expiry / Cpok roguocts : 03/2029

Analysis performed according ND / Asanns nposeges mo HJI: TIN011252/01-160123

12 |Assay/
KonuuecreenHoe
oTnpeaeaeHHe

388.8 mg/388.8 Mr

324.56 mg / 324.56 mr

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

Ot 3600 mr nmo 440,0 mr CizHpO-
(ubynpoden) B Tabnetke

From 292.5 to 357.5 mg of CiHsNO;
(Paracetamol) per tablet /

Ot 2925 mr mo 357,5 mr CsHoNO,
(napaneramon) B TabsieTKe

13 | Package / YriaKkoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6auctep. ITo 1
OnucTepy B NadKy KapTOHHYIO
BMECTEe C  MHCTpyKUueH 1o
IpPHMEHEHHIO.

10 tabiets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B ITIBX/Al
6mucrep. o 1, 2 wmu 20 6nucTepoB B

nauky KapTOHHYIO BMECTE
HHCTPYKLIHEN Mo NPHMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B coorseretsyu ¢ HJL.

15 | Storage conditions /

At temperature not more than 25 °C./

. |XpaHenue TIpu TeMnepaType He Boime 25 °C.
16 | Shelf life / Cpok S years / 5 ner
rONHOCTH

* 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. / [IpOBOXMTCS IPOU3BORUTENEM MPH
BEIYCKE MEPHOMYECKH: JUlS Kaxaol 20-0ii cepuu wiM He Mexee 1 pasza B rofl. Ilokasaresns MOXET GbITH
HE BIJIIOUEH B CepTU(HKAT aHANH3a QUPMBL

Remarks : The Product conforms to ND/

Opinion : APPROVED
Zaxngenve: OMTORPEHQO

Prepared by /

Reprint Date:
Hata: 29.04.2024

IIpumenanue: I[poayrr coornercTnyet TpebGopanan HJI

[Toarotosneno: Sanfo
Kumar Maurya
b

Checked by /
ITporepeno: Pardeep Kumar

Reprint Date:
Jara: 29.04.2024

Approved by: Manager/Executive
/Ono6peno: Menemxep / U_O
PykoBoautens Manoj Kumar @_/

Reprint Date:
Jara: 29.04.2024

Registered Office:

3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCD04507
www.drreddys.com




Dr.Reddy’s ‘f‘:‘

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

Page 5 of 5/Crp. 5 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MOyKaIHH®, TaOGJETKH, IOKPLITHIE ILIEHOYHOM 0000401, 400 Mr + 325 Mr

Batch No / Cepus No : V2400690

Batch Quantity / O6bem mapruu : 712,75 Kg

040002506619

Analytical Report No / AHanuTH4Yecknit order Ne :

Date of Analysis / JaTa aHanu3a: 29.04.2024

Date of Manufacture / JlaTa npouzBogcTea : 04/2024

Date of Expiry / Cpok rogsoctd : 03/2029

Analysis performed according ND / Anaaus nposesen no HJL: ITNOI 1252/01-160123

API name (INN) /

Hanmenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapaneramon
API manufacturer batch number / PIBM230459 1163/23-24

Homep cepun npon3poautes ADC:

FP Manufacturer API Batch number /

Homep cepHu cyOcTaHIMH FEQAO00659 FERA00084

npouspoautens: LJI®:

API Manufactured by & country /
IpouzBoaurens ADC, crpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa Oxtur ®apmMa
Caitercus Jlumuren, Uaaus

Sri Krishna Pharmaceuticals Ltd.,
India / lpu Kpuurna
dapmacpioTukanc JIta., Muaus

Remarks : The Product conforms to ND/
Ipumevanne: Iponykr cootreTcTryYeT Tpeboranmam HJI

Opinion : APPROVED
Jagmogenne: QJIOBPEHQ

Prepared by /
[Togrotosneno: Santosh

Kumar Maurya ﬁ Ef

Checked by /
Tposepeno: Pardeep Kumar

"

Approved by: Manager/Executive
/Onob6peHo: Menemxep /
Pykosoautens Manoj Kumar

Reprint Date:
Harta: 29.04.2024

Reprint Datc:
JHara: 29.04.2024

Reprint Date:
JHara: 29.04.2024

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

CIN: LB5195AP1984PLCOO4507
wiww.drreddys.com




