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Viil. Khol, Nalagarh Road, Baddi,
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Tab1eTKH, IOKPbITHIE NIEHOYHOH 000/104K0#, 400 M + 325 Mr

Batch No / Cepust Ne : V2302285

Batch Quantity / O6nem napThn : 766.85Kg

Analytical Report No / AHanuTH4eckuii oTuer Ne :
040002333475 =

Date of Analysis / [laTa ananu3a: 19.12.2023

Date of Manufacture / Jllara npoussoacTsa : 11/2023

Date of Expiry / Cpok roaunocts : 10/2028

Analysis performed according ND / Anayns nposenen no HJIL: I NO1 1252/01-160123

Ne |Test/IlokasaTesb Results/ Pe3yibTaThl Specification / Hopma
1 |Description/ Onucanune |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the  cross-section../  Tabnerku|core at the cross-section. / Tabnerku
KATICY/OBHIHON (OPMEI, MOKPHITHIE | KANCYNOBHIHOH  (OPMBI,  IOKPBIThIE
IIEHOYHON OGONOUKOM OpaHXeBOTO INeHOYHOM — 060MOuKOH  OpamkeBoro
1IBETa, ¢ PHCKON Ha OJHOM CTOpOHE;|UBETa, ¢ PHUCKON Ha ONHOH CTOpOHE; Ha
Ha TONEepeYHOM pa3pese — SAPO|TOMEpeyHOM paspese — sApo Benoro uim
6enoro UgeTa. ouTH 6eNoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[MomnuHEHOCTE CoOTBETCTBYET the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram off
ibuprofen and paracetamol reference
standards solution (section Assay) /
BpeMeHa yaepiKHBaIisa OCIOBILIX MHKOB
Ha XpOMATOrpaMMe HCITBITYEMOTO
pacTBopa  HO/DKHBl  COOTBETCTBOBATH
BpeMeHaM  yNepXMBaHMs [HKOB  Ha
XpOMaTOrpaMme pacTBOpa CTAHNAPTHBIX
obpasuos ubynpodeHa M MNapaneramona
(paznen «onuuecTBenHOE
OIpEJENCHHUE)
3 |Average tablets weight 970.7 mg / 970.7 Mr From 9409 mg to 999.1 mg
Cpeauas mMacca (970.0 mg % 3.0 %) /
TabnerTox Or 940,9 wmMr g0 999,1 Mr
(970,0 mr = 3,0 %)

Remarks : The Product conforms to ND/
Tpumcuannc: [Tpoayier coornerernyet Tpebopantiam HJ

Opinion : APPROVED
Rak muenne: NIORPEHO

Hara: 19.12.2023

Hara: 19.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: [TporepeHo: Ramaiiant Opo6peno: Menemiep / PykoBoautes
Ankit Qﬂ-" "l Amit Kumar =

Reprint Date:. Reprint Date: Reprint Date:

Jara: 19.12.2023

Rugjie

rored Office: £-2-237, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana. India

Tal: 191 40 4600 2200, Fax: +91 10 4800 2959, Email: mail@drreddys.com

CIiN: LS5195AP1G34PLCO04507
wwiy drreddys.cem
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, Tab6aeTkH, NOKPLITHIE NIeHOYHOH 060104Koi, 400 mr + 325 mr

Batch No / Cepust Ne : V2302285

Batch Quantity / O6nem naprau : 766.85Kg

040002333475

Analytical Report No / AnanuTiyeckuii oryer No

Date of Analysis / data ananusa: 19.12.2023

Date of Manufacture / lara nmponssoactsa : 11/2023

Date of Expiry / Cpok roguocrs : 10/2028

Analysis performed according ND / Anaans nposesen no HJI: ITNO1 1252/01-160123

4 |Disintegration /
PacmagaeMocTh

06 min 12 sec/ 06 MuH 12 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PacTBopeHne

98% To 103 %

98 % to 104 %

Not less than 70% (Q) of CisH;50,
(Tbuprofen) after 30 min /

He wmemee 70 % (Q) CiH,is0,
(ubymnpoden) depes 30 MUH
Not less than 70% (Q) of CsHoNO»
(Paracetamol) after 30 min /
He wMenee 70 % (Q)

(napaueramon) yepes 30 MHH

CsHoNO;

Remarks : The Product conforms to ND/
Npumeuanne: [IpoaykT cootBercTByeT TpeGopanuam HII

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /

Checked by /
ITpoeepeHo: Rama kant

[ToaroroBieHoO:
o Aot

Approved by: Manager/Executive/
Ogno6peHo: MeHepkep / PykoBonuresb
Amit Kumar —

PR N

Reprint Date:.
Hara: 19.12.2023

Reprint Date:
Hata: 19.12.2023

Reprint Date:
Jata: 19.12.2023

Roristerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4200 2900, Fax: 91 40 34900 2999, Email: mail@drreddys.com

CIN: 1.SS195AP1984PLCONA507

www.drreddys.com
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Dr. Reddy's Laberatories Ltd

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel :+91 983166 56001-02

CERTIFICATE OF ANALYSIS vwww.drreddys.com
CEPTHOUKAT AHAJTH3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
W6ykanu®, TabaeTkH, N0KPbIThIE IUIEHOYHOI 060/10uKoif, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302285

Batch Quantity / O6bem napruu : 766.85Kg

Analytical Report No / Ananntuaeckuif oTuer Ne ; Date of Analysis / JlaTa anann3a: 19.12.2023

040002333475

Date of Manufacture / Iata nponssosacrea : 11/2023 Date of Expiry / Cpok roguocts : 10/2028

Analysis performed according ND / Ananus nposesen no HJI: [T NOI 1252/01-160123

6 |Related substances /
PopcTeenHble NpUMeECH
Method 1/ Meton 1

Method 2 / Metoxn 2

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

4-aMHHOGEHON (MpUMeECh NNapaleTaMoia)
- He 6onee 0,005 %

0.05% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JTro6as eIMHUYHAS npHMech
(ubynpoteHa WM TMapaleTamona) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.05% - not more than 0.7 % /

Cymma npumeceii (Meron 1 + Metoz 2)
- ”He 6onee 0,7 %

9 |Water/Boga

1.4% Not more than 5.0 % /
He bonee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanne: [Ipoaykr cootsercTByeT Tpebosanuam HJI | 3akaouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[MoaroroeneHo: ITpoBepeno: Rama kant Onobpeno: Menemxep / Pykosoautens
Ankit Aunit Kuinar o\
A/ i {& —
Reprint Date:. Reprint Date: : Reprint Date:
Jara: 19.12.2023 Jara: 19.12.2023 Jata: 19.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol 491 A0 4500 2900, Fax: +91 46 4500 2999, Email: mzil@drreddys.com
Cii: LES1SSAP198ATLCONS07

wwrdrreddys.com
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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 93166 56001-02
www.drreddys.com

CEPTA®UKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Uoyxnuu®, Tabiaericd, BOKPLIThIE LIeHOYHO# 0001049K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2302285

Batch Quantity / Q6bem mapTun : 766.85K.

Analytical Report No / AnasurHyeckuii oTuet Ne :

040002333475

Date of Analysis / JaTa anaau3za: 19.12.2023

Date of Manufacture / JlaTa npouzsogersa : 11/2023

Date of Expiry / Cpok rogHocrs : 10/2028

Analysis performed according ND / Ananus nposeaen no HJL: I1 NO1 1252/01-160123

10 |Uniformity of dosage

units /

OIHOPOOHOCTE Acceptance value (AV) should be not

JIO3UpPOBaHUA 0.9 more than 15.0 /

- Ibuprofen /n6ynpoden TMokasares npuemieMocty (AV) nosmxeH
65ITh HE Bonee 15,0

- Paracetamol/ 0.9 Acceptance value (AV) should be not

napaneramol more than 15.0 /
Tlokasartens npuemiieMocTs (AV) f0keH
6biTh He 6onee 15,0

11 |Microbiological purity /

Muxpo6uronornueckas

yucrora*

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

microbial count / He 6onee 1000 KOE/r

Obuee 4ucito

a’pobHBIX

MHKPOOPTraHH3MOB

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

yeasts and mould count NA He 6onee 100 KOE/r

/ Ob1ee yacao

JIPOMOKEBBIX U

lecliennix rpHoon

c) E. coli NA Shall be absent in 1g / OtcyTrcrBUE B
Ir

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanne: [Tpoaykr coorercTByeT Tpebosanmam HJL

3axnodyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[TonrotorneHo: [Tposepeno: Rama kant Opobpeno: Menemxkep / PykoBoaurens
Ankit ~ Amit Kumar W

~ -
Reprint Date:. Reprint Date: ) Reprint Date:

Harta: 19.12.2023

Hata: 19.12.2023

Hara: 19.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, India
Tel: +91 40 4900 2800, Fax. +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOC4507
wwav.drreddys.com
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Dr. Reddy's Laberatories Ltd.
Formulation Unit-6

vill. khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-62

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIM3A

Page Sof 6/ Ctp.5 u3 6

Product: Ibuclin, film-ceated tablets, 400 mg + 325 mg
HU6ykana®, TablIcTKH, MOKPLITHIE ILIEH0Y10# 06004K0#, 400 mr + 325 mr
Batch No / Cepusi No : V2302285 Batch Quantity / O6bem naprun : 766.85Kg
Analytical Report No / AnannTiyeckuii oTuer Ne : Date of Analysis / laTta anain3a: 19.12.2023
040002333475
Date of Manufacture / Jlata npon3sojcrsa : 11/2023 | Date of Expiry / Cpok roanocrs : 10/2028
Analysis performed according ND / Ananu3s nposenes mo HJI: TIN011252/01-160123
©12 |Assay/ 399.0 mg/399.0 mr From 360.0 to 440.0 mg of Ci3H,50;
KonuuecTreHHOE (Ibuprofen) per tablet /
ornpejeNeHle Or 360,0 mr no 440,0 mMr CpiHis0,
(ubynpodeHn) B Tabnetke
322.49 mg/ 322.49 mr From 292.5 to 357.5 mg of CgHoNO;
(Paracetamol) per tablet /
Or 2925 mr mo 357,5 mr CsHoNO,
(napaueramon) B Tabnerke
13 | Package / YnakoBxa 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. / ITo 10 |[in a carton. / [To 10 Tabnerok B [IBX/Al
ta6nerox B [NBX/Al 6muctep. [To 1 |6nuctep. Ilo 1, 2 unu 20 Onuctepos B
6nMcrepy B mayKy KapTOHHYK |Mayky KapTOHHYIO BMEcCTe c
BMECTE C  MHCTpYKIHeH [0 |MHCTpYKLHed No INPHMEHEHHUIO.
PUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootserctun ¢ HJL.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temnepatype He Bbiie 25 °C.
16 | Shelflife / Cpox 5 years / 5 net
rOIHOCTH

* 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. / [IpoBoanTCs TPOX3BOAUTENEM MIPH
BBITYCKE TIepPHOMUECKH: AJ1s kakaol 20-0if cepur umy He meHee 1 pasa B roa. [Tokasatens MOXeT ObITh
HE BKJIOYEH B CepTH(HKAT aHanH3a GUPMBI

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cootBercTByeT TpeboBaHusam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Hara: 19.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroeneHo: [Iposepeno: Rama kant Onobpeno: Menejuiep / PykoBoinTens
Ankit ﬁ e @;b\d‘ Amit Kumar N

(> vl
Reprint Date:. Reprint Date: 5 Reprint Date:

Hara: 19.12.2023

Hara: 19.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel: +91 40 4600 2900, Fax: +91 30 4900 2999, Email:
CIN: LS5195AP1984FLCO04507
www.drreddys.com

mail@drreddys.com
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Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Dr.Reddy’s Q:’

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTA3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Tab1eTiH, HOKPLITHIE IIEHOYHOH 060,104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2302285

Batch Quantity / O6bem napTun : 766.85Kg

040002333475

Analytical Report No / AHanuTHYecKHi oTHer No :

Date of Analysis / [lata ananmsa: 19.12.2023

Date of Manufacture / Jlata npoussoacrea : 11/2023

Date of Expiry / Cpox roguocrs : 10/2028

Analysis performed according ND / Ananus nposejen mo HJI: TINO1 1252/01-160123

API name (INN) /
Haumenopanue AOC (MHH):

Ibuprofen / H6ynpodeu

Paracetamol / [TapauetamMmon

API manufacturer batch number /
Homep cepyiy MPOH3BOIHTEA
ADC:

PIBM230372

0834/23-24, 0835/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGcTaHIMH
nponszpoguTens I'JIM:

FEQA00480

FEQA00565, FEQA00566

API Manufactured by & country /
IIpownsBogureas ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTus
®apMa CaiteHcus Jlumuren,
WUHnus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpnina
®apmaceiotukaic JIta., UHaus

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykT cootBeTcTBYET TpeboBanuam HII

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroTosneHo: [TpoBepeHo: Rama kant Opo6peno: Menemxep / Pykosoaurens
Ankit (fd/;— W Amit Kumar [\ E e

_ ST
Reprint Date:. Reprint Date: Reprint Date:
Hara: 19.12.2023 Hara: 19.12.2023 Hara: 19.12.2023

Rocisterad Office: £-2-337, Road No. 3, Banjara Hills, Hvderahad - 500034, Telanuzana, India
fel: 101 40 41900 2900, Fax: +61 40 2800 2999, Email: mail@drreddys.com

CIN: L35185AP1234PLCOCAS07
wivdireddys.com




