Be
Dr.Reddy’s ‘}’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P.,, 173 205, INDiA
Tel : +91 98166 56001-02
wywnw.drreddys.com

CEPTU®UKAT AHAJIU3A

Page10f6/Crp.1mu36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, Ta61eTKH, IOKPBITHIE IIEHOYHOH 000/104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302635

Batch Quantity / O6bem naptuu : 776.0 Kg

040002383431

Analytical Report No / AnanuTn4yeckuii oTyer Ne :

Date of Analysis / laTa ananu3a: 15.01.2024

Date of Manufacture / lata npoussoacTsa : 12/2023

Date of Expiry / Cpox rogaoctu : 11/2028

Analysis performed according ND / Auaan3 nposegen nmo HJI: IT N011252/01-160123

Ipumedanue: IIpoayKT cOOTBETCTBYET Tpe6OB§/’£I/I${M HI

No | Test/ Iloka3aTenan Results/ Pe3ybTaThl Specification / Hopma
1 |Description/ Onucanue |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
KancyJIOBUAHOM (OPMBI, MOKPBITHIE|KANCYIOBHIHOH ~ (OPMDLI,  IOKpBITBIE
TJIEHOYHOH 060JI0UKOM OpaH)EBOro|IUIEHOYHOH  000NOYKOH  OpaHXKEBOro
1IBETa, C PUCKOM HA OJHOM CTOPOHE;|L[BETa, C PHCKOH Ha ONHOH CTOpOHE; Ha
Ha TOTIEPeYHOM paspese — Spo|momepedHoM paspese — Aapo benoro wnu
Oenoro 1BeTA. noytu 6enoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[ToanuHHOCTH COOTBETCTBYET 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 yxepXuUBaHHs OCHOBHBIX THKOB
Ha XpoMaTorpaMme HCITBITYEMOTO
pacTBOpa  JO/KHBI  COOTBETCTBOBATh
BpEMEHAM  YACp)KHBaHMS MHKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
o6pa3uoB ubynpodeHa ¥ mnapaueramona
(pazzmen «KonuuecTBeHHOE
OIpeAEICHHAEN) |
3 |Average tablets weight 969.4 mg / 969.4 mr From 9409 mg to 9991 mg
CpenHss Macca (970.0 mg = 3.0 %) /
TabeToK Or 9409 wMmMr pmo 999,1 Mr
(970,0 mr £ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axsouenue: OJOBPEHO

Jata: 15.01.2024

Prepared by / — Checked by / Approved by: Manager/Executive/
[loaroroBneHo: X ) [Mpoeepeno: Pravesh Rana Ono6peno: Menemxep / PykoBogureinb
Shivani Manoj Kumar @,' .
Reprint Date:. Reprint Date: Reprint Date: =

Hata: 15.01.2024

Jata: 15.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 40 4900 2900, Fax; 01 40 4900 2999, Email: mail@drreddys.com

CIN: L35195AP1984PLCO04507
vawyw.drreddys.com




Dr.Reddy’s ‘g".

CERTIFICATE OF ANALYSIS

M Bacdain
R ;

VAR Y

5 Lahoratories Lid

ormuiation Unit-0
Maiagarh Road, Baddi,
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yKkaun®, TabjieTkH, NOKPLITHIE NIEHOYHOH 060104Ko0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302635

Batch Quantity / O6bem napruu : 776.0 Kg

040002383481

Analytical Report No / ApaanTHueckuii oT4yeT Ne :

Date of Analysis / JIaTa ananuza: 15.01.2024

Date of Manufacture / Jlata npon3Bojictsa : 12/2023

Date of Expiry / Cpok roxsocTs : 11/2028

Analysis performed according ND / Ananus nposejien 1o HJI: 11 N011252/01-160123

PacTBopeHue

99 % to 104 %

4 |Disintegration / 08 min 02 sec / 08 mun 02 cex  [Not more than 30 min /
PacriajiaemocTh He 6osee 30 muH
5 |Dissolution / 99% To 103 % Not less than 70% (Q) of Cj;3HisOs

(Tbuprofen) after 30 min /

He wmemee 70 % (Q)
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) of CsHyNO;
(Paracetamol) after 30 min /
He wMenmee 70 % (Q)
(napaueramon) yepes 30 MHH

Ci3Hi1302

CsHoNO»

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoayKT cooTBeTCTBYET Tpebopanuam HJI | 3aKumovenne: OJIOBPEHO
Prepared by / — Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: A) [Mposepeno: Prdvesh Rana Ono6peno: Menemxep / PykoBoayrens
Shivani Manoj Kumar h}: ;“ Lo i
Reprint Date:. Reprint Date: Reprint Date: -
Hara: 15.01.2024 Hata: 15.01.2024 Hara: 15.01.2024

Registered Dffice: 8-2-327. Road Na. &, Banjarn Hills, Hyderabad - 500034, Talangana, India

Talr +07 40 4900 2800, Fax: 49140 $900

CIM: LB51G5AP1S84PLI004E07

wy drreddys.com

Ernail:

mall@drraddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaun®, TabaeTKH, NOKPBITHIE [IEHOYHOH 060/104Ko0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2302635

Batch Quantity / O6bem naptuu : 776.0 Kg

040002383431

Analytical Report No / AnannTuyeckdii oryer Ne :

Date of Analysis / /laTa ananu3za: 15.01.2024

Date of Manufacture / [lata npousBoacrsa : 12/2023

Date of Expiry / Cpok roguoctu : 11/2028

Analysis performed according ND / Anann3 nposegen mo HJ: [1N011252/01-160123

6 |Related substances /

0.001%

4-aminophenol (paracetamol impurity)

PoncreeHHbIe PUMeECH - not more than 0.005 % /
Method 1/ Mertop 1 4-amuHodeHoN (NpHMeCh NapaleTaMona)
- ge 6onee 0,005 %
Method 2 / Meron 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIro6as SAMHUYHAS MPUMECH
(ubynpodena Wiy mnapaueTaMmona) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
CymmMa mpumeceii (Meron 1 + Meton 2)
- He 6oiee 0,7 %
9 |Water/Bona 1.3% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanne: [Ipoaykr cootBercTByeT Tpeborapuam HJl | 3axmodenue: OJOBPEHO
Prepared by / B-)/ Checked by / 78 Approved by: Manager/Executive/
[ToaroroBieHo: [Tposepeno: Pravesh Rana Onobpeno: Menemxep / PykoBoauTeb
Shivani Manoj Kumar [
Reprint Date:. Reprint Date: Reprint Date: =
Jata: 15.01.2024 JHara: 15.01.2024 Hara: 15.01.2024

BLIQSAPIORAPLE

wwewdrreddys.com

i - 500034, Telangzana, ndis
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CEPTUOUKAT AHAJIM3A

Page 4 of 6/ CTp.4 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TaGuieTKH, NOKPBITHIE MJIEHOYHOH 060104K0H, 400 mr + 325 Mr

Batch No / Cepust Ne : V2302635

Batch Quantity / O0wem naptun : 776.0 Kg

040002383431

Analytical Report No / AHanHTHYeCKHH oT4yeT No :

Date of Analysis / [laTa anaqu3za: 15.01.2024

Date of Manufacture / Jlata npoussoacrsa : 12/2023

Date of Expiry / Cpok rognocty : 11/2028

Analysis performed according ND / Ananu3 npoeeaen no HJI: I1 N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpOAHOCTH Acceptance value (AV) should be not

JIO3UpOBaHUSA 24 more than 15.0 /

- Ibuprofen /ubynpoden ITokasaTtess npuemiaeMocTd (AV) foimkeH
ObITH He Oouee 15,0

- Paracetamol/ 2.4 Acceptance value (AV) should be not

naparneTamol more than 15.0 /
IToxasaTens npuemMiaeMocTy (AV) 10JKEH
ObITE He Oonee 15,0

11 |Microbiological purity /

Mukpobuonoruyeckas

yucrora¥*

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

microbial count / He 6onee 1000 KOE/r

O61wee Yucio

a3pOOHBIX

MHKPOOPTraHU3MOB

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

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

/ Obiiee yucio

JPOXOKEBBIX U

IJIECHEBBIX TPUOOB

¢) E. coli NA Shall be absent in 1g / OTtcyTcTBME B

1r

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykt cooTBeTcTBYeT TpeboBdHnaM HJI

Opinion : APPROVED
3akmwoyenne: OJOBPEHO

Jara: 15.01.2024

Hara: 15.01.2024

Prepared by / lf Checked by / Approved by: Manager/Executive/
[loaroroBneHo: IpoeepeHo: Pravesh Rana Ono6peno: Menemkep / PykoBoayrens
Shivani Manoj Kumar Vo dieed
Reprint Date:. Reprint Date: Reprint Date: —

Jara: 15.01.2024
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

PageSof 6/ Ctp.5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TablieTKH, DOKPLIThIE NNIEHOYHO# 060/104K0#, 400 mr + 325 mMr
Batch No / Cepust Ne : V2302635 Batch Quantity / O6bem mapthu : 776.0 Kg
Analytical Report No / AHanuTH4ecKkHnii oTyer Ne : Date of Analysis / /laTa ananu3za: 15.01.2024
040002383481
Date of Manufacture / JlaTa npoussoacrsa : 12/2023  [Date of Expiry / Cpok rogaocts : 11/2028
Analysis performed according ND / Anaius nposeaen no HJI: TTN011252/01-160123
12 |Assay/ 403.6 mg / 403.6Mr From 360.0 to 440.0 mg of C;3Hi30,
KonunuectBeHHOE (Tbuprofen) per tablet /
olnpezeeHne Or 360,0 mr go 440,0 mr CisHis0;
(ubynpodeH) B TabneTke
329.89 mg/ 329.89 mr From 292.5 to 357.5 mg of CgHoNO;
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CgHoNO,
(mapaueramoJ) B TabJeTke
13 | Package / YnakoBska 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al 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
tabnerok B [IBX/Al 6iuctep. [To 1 |6nuctep. Ilo 1, 2 unu 20 GmmctepoB B
OnMcTEpY B MAuKy KApTOHHYIO |HmadkKy KapTOHHYIO BMeECTe c
BMECTE C  HHCTPYKUHEeH 10 |MHCTPYKLMEH [0 MPUMEHEHHIO.
TIPUMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootserctiu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe ITpu Temneparype He Boie 25 °C.
16 | Shelflife / Cpoxk 5 years / 5 ner
TOJTHOCTU

* 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. / IIpoBoauTcs IpOU3BOAKTENEM TIPH
BBIYCKE MEPHOJMYUECKH: Ui Kaxaoi 20-oii cepun WM He MeHee 1 pasa B roj. ITokasarenb MOXeT ObITh
He BKJIIOYEH B cepTUdHUKAT aHaH3a GUPMBI

Remarks : The Product conforms to ND/ Opinion : APPROVED

IpuMeranue: [Tpoayir cooTneTeTRyeT Tpeigharm HJT | 3akmouenue: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: %(\/ [TpoepeHo: Pravesh Rana Onobpeno: Menemxep / PykoBoauTenb
Shivani Manoj Kumar ;@ wk
Reprint Date:. Reprint Date: Reprint Date:

Hata: 15.01.2024 Hara: 15.01.2024 Hata: 15.01.2024

winsvdrireddys,.com

- B0@

024, Telangang, lndie
irreddysaam
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 6 of 6/ CTp. 6 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykaMH®, Ta6JeTKH, MOKPBITbIE NVIEHOYHOH 000/1049K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302635

Batch Quantity / O6bem mapTuu : 776.0 Kg

040002383481

Analytical Report No / AHaauTHYecKHiT oTuer No :

Date of Analysis / JlaTa anannsa: 15.01.2024

Date of Manufacture / Jlata npousBoacTsa : 12/2023

Date of Expiry / Cpok rogsocts : 11/2028

Analysis performed according ND / Anaau3 nposenen no HJI: IINO11252/01-160123

API name (INN) /

Haumenosanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapauetamon
API manufacturer batch number /

Homep cepun npou3BoguTeIs PIBM230386 0925/23-24

ADC:

FP Manufacturer API Batch

nuniher / FEQA00538 FEQA00600

Howmep cepun cy6cTaHIHH
npoun3poauTens I'JID:

API Manufactured by & country /
Ipoussogutesr ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®dapma Caitencus Jlumuren,

Uunus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpuinna
®apmacerotrikaic JIta., Manus

Remarks : The Product conforms to ND/
TMpumeuanue: TTpoaykT cooTreTcTRYeT Tpeboganusm HJL

Opinion : APPROVED
3akiaouenue: OJJOBPEHO

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

, pp y
[ToaroToBneHo: [Tpoeepeno: Pravesh Rana Ono6peno: Menemkep / PykoBoayrenb
Shivani Manoj Kumar b ggéts E]’

Reprint Date:.
Hara: 15.01.2024

Reprint Date:
Hara: 15.01.2024

Reprint Date:
Jara: 15.01.2024

fepisterad Office: 8
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