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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel : +91 98156 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHUOUKAT AHAJIM3A

Page10f6/Crp.1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoykauu®, TabaeTku, NOKPbIThIE IJ1eHOYHOH 060/104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2301740

Batch Quantity / O6bem naprTum : 769.0 Kg

040002111180

Analytical Report No / AHannTH4Yecknii oTdeT Ne :

Date of Analysis / [laTa ananu3a: 18.09.2023

Date of Manufacture / Jlata npousBozcTea : Aug.2023

Date of Expiry / Cpok roguocts : Jul.2028

Analysis performed according ND / Ananus nposenen no HJI: IIN011252/01-160123

Noe  |Test/ IlokazarTesnb

Results/ PesybTaThl

Specification / Hopma

1 |Description/ Omucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KAlUCYJOBUAHOR (OPMbl, TTOKPBITHIE
IJICHOYHOM 0007I0UKOH OpaH)XeBOro
[[BETa, C PUCKOW Ha OJHOH CTOPOHE;
Ha TONepeYyHOM paspese — SApO
6eJoro 1BeTa.

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

core at the cross-section. / Tabnerku
KancyJoBHUIHON  GOPMBI,  TOKPBITHIE
MJIEHOYHOM  000JIOUKOH  OpaHXeBOro

IBeTa, C PUCKOM Ha ONHOI CTOpoHE; Ha
NONepeyHoM paspese — sApo 6ernoro wim
oYTH OeJIoro LBETA.

2 |Identification /
[ToaMUHHOCTB

Complies as prescribed/
CoOOTBETCTBYET

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 yaepxuBaHUsI OCHOBHBIX MHUKOB

Ha XpoMartorpamMmme HCIIBITYEMOIO
pacTBOpa JIOJIDKHBI COOTBETCTBOBATH
BpEMCHAM YAECPXKUBAHUSA IIMKOB Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasuoB ubynpodeHa v mapareramona

IIpumeuanue: [Ipoaykr coorBeTcTByeT TpebosanusM HJI

(paznen «KonnyecTBeHHOE
OIpeieNICHHUE)
3 |Average tablets weight 973.2mg/973.2 Mr From 9409 mg to 9991 mg
CpenHss Macca (970.0 mg £+ 3.0 %) /
TabJIeToK Or 9409 wMr Jo 9991 MT
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenue: OJOBPEHO

Hata: 18.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroroBneHo; 01& IpoBepeHo: Pardeep Kumar | Onobpeno: Menemkep / PykoBoaurens
Ramakant @\u\/ f Manoj Kumar W,

Reprint Date:. Reprint Date: Reprint Date:

Jlata: 18.09.2023

Jlara: 18.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 430C 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDOUKAT AHAJIU3A

Page20f 6/ Ctp.2 u3 6

ﬁoduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoyxaun®, TabieTkH, NOKPBITHIE ILIEHOYHOI 0060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301740

Batch Quantity / O0bem nmaprum : 769.0 Kg

040002111180

Aunalytical Report No / AnajanTadyeckuii oryer Ne :

Date of Analysis / Jlara ananu3sa:

18.09.2023

Pate of Manufacture / laTa npou3sBoacTsa : Aug.2023

Date of Expiry / Cpok ronnocTu

: Jul.2028

Analysis performed according ND / Anann3s nposegen no HJI: [T NO11252/01-160123

4

Disintegration /
Pacnapgaemocts

06 min 39 sec/ 06 muH 39 cex

Not more than 30 min /
He 6onee 30 Muu

5 |Dissolution /
PacrBopenue

97 % To 100 %

98 % to 101 %

Not less than 70% (Q) of Ci3Hi50;
(Ibuprofen) after 30 min /

He wMemee 70 % (Q)
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(nmapaueramon) yepe3 30 MuH

Ci3Hi30;

CsHoNO;

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt coorBercTByeT TpeboBanusaM HJI

Opinion : APPROVED
3axkmouenue: OJIOBPEHO

Hara: 18.09.2023

Jlata: 18.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroTornex [Tporepeno: Pardeep Kumar OnobpeHo: MeHemKep / Pykogozautens
Ramakant @;\M Manoj Kumar (" L?

Reprint Date:. Reprint Date: Reprint Date:

Hara: 18.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300C 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUD®UKAT AHAJIN3A

Page3 of 6/ Ctp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrann®, TabieTku, NOKPBITHIE [IJ1eHOYHOI 060104K0it, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301740 Batch Quantity / O6bem naprau : 769.0 Kg
Analytical Report No / AHanuTHYecKkuii order No : Date of Analysis / /laTa ananu3za: 18.09.2023
040002111180

Date of Manufacture / lata npouspoacTsa : Aug.2023 [Date of Expiry / Cpok roanoctn : Jul.2028

Analysis performed according ND / Anasnu3s nposexen no HJI: ITN011252/01-160123

6 |Related substances / : 4-aminophenol (paracetamol impurity)
PozncrBenHbie npumecu 0.0001% - not more than 0.005 % /

Method 1 / Meton 1 4-amuHO(eHON (MpUMECH MapaLeTaMora)
- He 6onee 0,005 %

Method 2 / Metop 2 Below BDL (BDL= 6883) / Huxe |Any individual impurity (ibuprofen or
1I0pora perucTpauuu paracetamol) - not more than 0.3 % //

(ITP =6883) JIrobas eTUHUYHas IIPUMECH
(ubynpodena uaM mapaueramona) - He
6oee 0,3 %

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

Cymma npumeceit (Merton 1 + Meroz 2)
0.0001% - He 6onee 0,7 %

9 |Water/Bona 1.6% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [poaykT coorBercTByeT Tpebosanusm HJ[ | 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
HoarorosneHgs, L& [Iposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosoaurens
Ramakant @& i ) Manoj Kumar a 3 ; j
Reprint Date:. Reprint Date: Reprint Date: )
Jara: 18.09.2023 Hara: 18.09.2023 Hara: 18.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 981665 56001-02

CERTIFICATE OF ANALYSIS \www.drreddys.com
CEPTHOUKAT AHAJIA3A

Page4 of 6/ Crp. 4 u3z 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yknun®, TabieTKH, MOKPHIThIE IIeHOYHOkH 060/109KOH, 400 mr + 325 mr

| Batch No / Cepus Ne : V2301740

Batch Quantity / O6bem napTnn : 769.0 Kg

040002111180

Analytical Report No / AHaiuTHYeCKH#H oT4eT Ne :

Date of Analysis / laTa ananu3za: 18.09.2023

Date of Manufacture / Jlata nponszBoacrsa : Aug 2023

Date of Expiry / Cpok roasoctu : Jul.2028

Analysis performed according ND / Ananu3s nposeaen no HJI: [T NO1 1252/01-160123

10 |Uniformity of dosage

units /

OnHOPOJHOCTH Acceptance value (AV) should be not

JO3UPOBaHHUs 1.1 more than 15.0 /

- Ibuprofen /u6ynpoden ITokasatens nmpueMaeMocTd (AV) noymkeH
ObITH He OoJiee 15,0

- Paracetamol/ 1.1 Acceptance value (AV) should be not

napaleTaMmol more than 15.0 /
[Mokazarens npueMaeMocTd (AV) fokeH
ObITH He 6onee 15,0

11 |Microbiological purity /

MuKpoOHOIOTHUECKast

yucroTa*

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

microbial count / He Gonee 1000 KOE/r

Oo61iee 4uciio

a3poOHBIX

MHKPOOPraHH3MOB

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

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

/ Ob1iee 4ucio

JPONOKEBBIX U

IUIECHEBBIX TpubOB

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

lr

Remarks : The Product conforms to ND/
IIpumeuansne: [IpoayKT COOTBETCTBYET TpeOOBaHHAM HJT

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Jlata: 18.09.2023

Jata: 18.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroToBneHQ; TIposepeHo: Pardeep Kumar | Ono6peno: Menemwkep / Pykogoaurens
Ramakant '&}L o Cf_’” Manoj Kumar ’@f‘:,/)
Reprint Date:. Reprint Date: Reprint Date:

Jara: 18.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJIN3A

Page50f6/Crp.5u36

?roduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykann®, TabaeTku, NOKPLITHIE IUIEHOYHOI 000/104K0ii, 400 mMr + 325 mr

Batch No / Cepusi Ne : V2301740

Batch Quantity / O6bem naptun : 769.0 Kg

040002111180

Analytical Report No / AHanuTHueckuii oTyer Ne : Date of

Analysis / lata apanauza: 18.09.2023

Date of Manufacture / lata nponsBoacTsa : Aug.2023 |Date of

Expiry / Cpok rogsoctu : Jul.2028

Analysis performed according ND / Ananns nposeaen mo HJI: I1 N011252/01-160123

324.23 mg/ 324.23 mMr

FIZ Assay/ 401.1 mg/401.1 mr From 360.0 to 440.0 mg of C;3sH ;302
KonuuectBenHoe (Ibuprofen) per tablet /
oIpefieNiCHUe Or 360,0 mMr mo 440,0 mr C;3H;sO,

(ubymnpoden) B Tabnerke

From 2925 to 357.5 mg of CsHgNO»
(Paracetamol) per tablet /

Or 292,5 mr mo 357,5 mr CsHoNO;
(naparieramo) B TabeTKe

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6muctep. Ilo 1
OnucTepy B MaukKy KapTOHHYEO
BMECTE ¢  HUHCTpPyKIHMeH 10
TPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B IIBX/Al
omuctep. Ilo 1, 2 wnu 20 6nucTepoB B
nauKky KapTOHHYIO BMeECTe c
HHCTPYKLMEH 110 IPUMEHEHHUIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBerctBuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue Ipu Temneparype He Bblle 25 °C.
16 | Shelflife / Cpox 5 years / 5 net
TOJTHOCTH

* 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. / [IpoBoAHTCS POM3BOAUTENEM TIPU
BBUIYCKE [TEPUOAUYECKH: i Kaxaoit 20-0i cepun unu He MeHee 1 pasa B rof. IlokazaTens MOXeT OBITH
HE BKITFOUEH B cepTU(HUKAT aHamn3a GUpMsl

Remarks : The Product conforms to ND/
Ilpumeuanue: IIponykt coorBeTcTBYeT TpeboBanuaM HJI

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IHozarorossieHQ: [TpoBepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBoaurens
Ramakant Qf( Manoj Kumar E%‘l/mf
Reprint Dale:. Repriut Date: Reprint Date.

Hara: 18.09.2023 Hara: 18.09.2023 Harta: 18.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q':'.

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

Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIN3A

Page 6 of 6 / Crp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyknun®, TabieTky, NOKPHITHIE NIEHOYHOH 060104K0#H, 400 Mr + 325 mMr

Batch No / Cepusa Ne : V2301740

Batch Quantity / O6bem napTun : 769.0 Kg

040002111180

Analytical Report No / Asanurudyeckuii otyer Ne :

Date of Analysis / lata anaimsa: 18.09.2023

Date of Manufacture / /lara npou3Boacra : Aug.2023

Date of Expiry / Cpok rognoctu : Jul.2023

Analysis performed according ND / Auann3 nposegen mo HJI: [T N011252/01-160123

API name (INN) /
HanmenoBanue ADC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / I[Tapanetamon

API manufacturer batch number /
Homep cepun nponssoguTes
ADC:

PIBM230173

4057/23-24

FP Manufacturer API Batch
number /

Homep cepuu cyocTaHuuun
npoussoanrens I'JIdD:

FEQA00296

FEQA00242

API Manufactured by & country /
IIponssoautens ADC, crpaua:

Solara Active Pharma Sciences
Limited, India / Conapa Oxtus
®apma Caitencus Jlumuren,
Wunus

Sri Krishna Pharmaceuticals Ltd.,
India / IIpu Kpuuna
®dapmacerotukaic JIta., Maaus

Remarks : The Product conforms to ND/

Opinion : APPROVED

IIpumeuanue: I[IpoaykT cooTBeTCTBYET TpeGoBanusam HJI

3akawyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBnen [Iposepeno: Pardeep Kumar | OnobpeHo: Menemkep / PykoBoauTens
Ramakant E Manoj Kumar M

( (4523
Reprint Date:. Reprint Date: Reprint Date:
Hara: 18.09.2023 Hara: 18.09.2023 Jata: 18.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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