Dr.Reddy’s ":’.

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

Vill. Khol, Nalagarh Read, Badd;,
Distt. Solan, H.P., 173 205, INDiA

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT Ho6yxmnn® Dxenpece (a6ynpodeH + mapaueTamos), NOPOLIOK AJIs IPUIOTOBJICHUS
pacTBOpa /Jjis pHemMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2401265 Batch Quantity / : 26026.30 units /
Cepus Ne O0beM napTiu 26026.30enuaun
Analytical Report No. / : 040002596833 Date of Analysis / : 29.07.2024
AHaauTH4eckHii oTdeT No JaTa aHa/M3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npou3BoAcTBA Topen 1o

Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-007239-300721

T Ne | Test / Iloka3aTeJib

1 ﬁséription / Onucanue

| White

Result / PeBle_bTaTbl

Specification / Hopma

with a
characteristic odor. /
[opowok ©Oenoro usera ¢
XapaKTepHBIM 3alaxoM.

powder,

White to off-white powder, with a
characteristic odor. / Ilopowok ot 6enoro
J0 1o4ry 0eoro IBeTa, ¢ XapakTEePHBIM
3aMnaxoM.

2 |Reconstituted solution /
BoccTaHoBIeHHBII pacTBOp

- appearance / ORUCAHUE

Colourless solution with a
characteristic odor, with small

amount of suspended
particles. /  BecuserHblii
pacTBop ¢  XapaKTepHBIM
3amaxoM, ¢  HeOoNbLIUM
KOJMYECTBOM  B3BELIEHHBIX
YacTHL.

Colourless solution with a characteristic
odor shall be observed, may have small
amount of suspended particles. /
BeclBeTHBIH pPACTBOpP C XapakTepHBIM
3alaxoM, C BO3MOXHBIM COIEpXKaHHEM
HeOOJBIIOr0  KOJMYECTBA B3BELLIEHHBIX
YaCcTHII.

Test / IToka3zaTeian

Result / PesyabTaThl

Specification / H(_Jima

- Color of the solution /
UBEMHOCHIb

Complies /
CoOTBETCTBYET

Color intensity of the solution does not
exceed color intensity of reference
standard By. / PactBop HOMkeH OBITH
okpaileH He 6ojee HMHTEHCHUBHO, Ye€M
sTasioH Bo.

3 |Dissolution time /
Bpems pacTBopeHHs

01 min 01 sec/ 01 muu 01 cek

Not more than 5 min. / He 6onee 5 MuH.

Remarks : The Product confirms to ND/

Ilpumeuanue: | {pogykT cooTBeTCTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3axiaouyenue: OJOBPEHO

Prepared by /
TMoarorosneHo: Santosh

Kumar Maurya %

Checked by /
IIpoeepero: Pardeep Kumar

<

-

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PykoBoante/ib
Abhishek Chauhan /

Reprint Date /
Jata: 29.07.2024

Reprint Date /
Hata: 29.07.2024

Reprint Date /
Hata: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

wwwv.drreddys.com




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaAykT H6yxnnn® Dxcenpece (ubynpoden + napaneramodr), NOPOLIOK AJIsi IPHTOTOBJIEHHST
pacTBOpa JUIA IpueMa BHYTPb, 400 mr+325 mr
Batch No. / : V2401265 Batch Quantity / : 26026.30 units /
CepHsa No O0bem napTuu 26026.30equHuL
Analytical Report No. / : 040002596833 Date of Analysis / : 29.07.2024
AHaaurHYecKHii oTyer No JlaTa ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Jara npousBojacTBa T'onen o - N

Analysis performed acgordi_ng ND / Ananu3 npoBegen mo HJ: JIT1-007239-300721

— Ibuprofen / ubynpoghen

— Paracetamol / napayemamon

' .N‘g__ Test / Iloka3aTenn Result / Pe3yabTaThi Specification / Hopma
4 |pH of solution / pH pacTBOpa 6.7 5.8t07.8./015,8 no 7,8.
5 [Identification / IloginHHOCTH Complies / The retention times of the main peaks in
A) by HPLC / BIXKX CoOTBETCTBYET the chromatograms qf test solutions should
correspond to those in the chromatograms
— Ibuprofen / ubynpogen of reference standards solution (Assay
section). / BpeMsi yaep>KuBaHUsI OCHOBHBIX
~ Paracetamol / napayemamon ‘HI/IKOB Ha XPOMATOrpaMMax HCIBITYEeMBIX
| pacTBOpOB  AOJDKHBL  COOTBETCTBOBATH
| BpeMeHam YIepKUBaHHS
COOTBETCTBYIOIIMX OCHOBHBIX NMHKOB Ha
XpoMmarorpaMMax pacTBOpa CTaHJapTHBIX
obpasuor  (pazzen  «KoOIHM4YECTBEHHOE
[ o ONpPENIENICHHED). - ||
B) by HPLC-UV / BOXX-Y® Complies / When carrying out the "Assay" test, the
' CooTBeTCTBYET UV spectra of the test solutions should

correspond to those of ibuprofen and

|paracetamol standard solutions. / Ilpu

npoBefeHud TecTa «KoJIHMUeCTBEHHOE
omnpeenerne» Y O-CreKTpel HCNBITYEMBIX
pPacTBOPOB JODKHEI COOTBETCTBOBATE Y O-
CIeKTpaM  CTaHJapTHBIX  pPacTBOpPOB
ubynpodeHna 1 napareramona.

Remarks : The Product confirms to ND/

ITpumeyanue: [Tpoaykt coorseTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axarwuenue: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh

Kumar Maurya a

P

Checked by /
IIposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
OpnobpeHo: Meue,uncegr’ PykoBogutens
Abhishek Chauban  /

Reprint Date /
Hara: 29.07.2024

Reprint Date /
Jara: 29.07.2024

Reprint Date /
Hata: 29.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507

www.drreddys.com




Dr. Reddy’s ‘%.'

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

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

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpoaykT N6yxaun® Dxcnpece (u6ynpoden + napameramo.), NOPOIIOK AJIf IIPHTOTOBJEHHS
pacTBopa Jiisl IpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2401265 Batch Quantity / : 26026.30 units /
Cepus No O0beM napTHn 26026.30e1HuL,
Analytical Report No. / : 040002596833 Date of Analysis / : 29.07.2024
AHannTHyeckuii oTyer No JaTa anaamnsa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npoH3BOJACTBA I'ogen oo |
| Analysis performed according ND / Ananns nposeaen no HJI: JII1-007239-300721
[ Ne | Test / IlokasaTeb Result / PesynbTaThl Specification / Hopma |
| 6 |Particle size / Pasmep uacTun 100 % Particle size less than 2 mm — not less
l than 95 %; / YacTull pazMepoM MeHee
2 MM — He MeHee 95 %;
91% Particle size less than 0.25 mm — not less
than 60 %. / 4acTHL pa3MeEPOM MeHee
0,25 MM — He meHee 60 %.
7 |Water/ Bona 54% Not more than 8.0 % w/w. / He Gonee
8,0 %.
8 [Related substances/
PoncTBenHbIe MpHMecH
~ibuprofen / ubynpogen 0.04% Individual unidentified impurity - not more
than 0.15 %. / Eayiun4Has
HeHJCHTHQULUHPOBAHHAS TPUMECH - HE
oounee 0,15 %.
0.04% Total impurities - not more than 0.5%. /

- paracetamol / napayemamon

rnpezena

|
I;Below LOD (LOD = 0.01 %)/ Huxe Impurity K - not more than 0.15%. /
L?Peﬂeﬂa o6uapysxenus (I10 = 0.01 TTpumecs K - He 6onee 0,15 %.

0)

'iBelow LOQ (LOQ=0.04 %)/ Huxe i[ndividual unidentified impurity - not
KONMUecTBEeHHOTO imore than 0.10%. / Exunnunas

Cymma nipumeceii - He 6onee 0,5 %.

Remérks : The Product confirms to ND/

IIpumeuanme: [TpoaykT cooTeTcTByET TpebosaHisiv HJI

Conclusion : APPROVED /
3akmoueHue: O,HOFPEHO

Prepared by / Checked by / Approved by: Managder/Executive /
[MoarorosiyieHo: Santosh [Tpoeepeno: Pardeep Kumar Onobpeno: Menemiep / Pykopozurenb
Kumar Maurya % Abhishek Chauhan f

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.07.2024 Hata: 29.07.2024 Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: LES195AP1989PLCO04R07T

wwiyv.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpoAyxT H6ykmun® xenpece (ubynpoden + napaneramod), IOPOLIOK AJIsi IPUTOTOBICHHS

PacTBOpa AJid HpHEMA BHYTPb, 400 Mr+325 mr |
Batch No. / 1 V2401265 Batch Quantity / : 26026.30 units /
Cepua Ne O6beM NapTHH 26026.30eanHuUL
Analytical Report No. / : 040002596833 Date of Analysis / : 29.07.2024
AnaJiiTHYecKHii oTueT Ne JlaTa aHanu3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npou3soacTBa T'ogen go -
‘Analysis performed according ND / Ananus nposeaen no HJX: JII1-007239-300721 B

Specification / Hopma
HeHJeHTHQULUUPOBAHHAS IPUMECH - HE
6onee 0,10 %. |
Total impurities - not more than 0.5%. /
CyMMa npumeceii - He 6onee 0,5 %.

- tbuprofen / ubynpodgen

OllHOpOIlHOCTB AO3HpOBaAHUA

- paracetamol / napayemamon

Ne |  Test / ITokasarenn Result / Pe3yabTaThl
onpenenenus (ITKO = 0.04 %)
Below LOQ/ Hwxe mnpenena
KOJIMYECTBEHHOTO OTPEAENICHHS

9 __Uniformity of dosage units /

2.5

2.0

10 | Microbial limits

MuxkpoOuosioruyeckasi YUCTOTA

/
NIL CFU/g/
KOE/r

NIL CFU/g/
KOE/r

Absentper 1 g/

Acceptance value (AV) should not be
more than 15.0. / [Tokazarens
npuemieMocTd (AV) ZOMKEH ObITh He
6onee 15,0.

Acceptance value (AV) should not be
more than 15.0. / [lokazarens
npuemineMocTd (AV) nomkeH ObITh He

| 6onee 15,0.

a) Total aerobic microbial count - not
more than 1000 CFU/g. /
(Obuee YUCIIO a’3poOHBIX
IMHKpoOpraHu3moB - He 6onee 1000 KOE/T.
Ib) Total combined yeasts and mould
- not more than 100 CFU/g. /
Of1iee YHCIO JPOAOKEBBIX M INIECHEBBIX
rpubos - He 6onee 100 KOE/r. .
c) Escherichia coli - shall be absent per 1
g./ Escherichia coli - otcyTcTBHE B 1 T

Remarks : The Product confirms to ND/
Ipuvenamne: [ponyrr coornererpyet Tpebonatmam 111

Conclusion : APPROVED /
Jaxawucnne. OJOLDLIIO

Prepared by /
TToarotoBneno: Santosh

Kumar Maurya %

Checked by /
Hpogepeno: Pardeep Kumar

=

Approved by: Managey/ Executive /
Onobpeno: Mewemiep / Pykosogyitens
Abhishek Chauhan | 7

Reprint Date /
Jara: 29.07.2024

Reprint Date / Reprint

Jara: 29.07.2024

Hara: 29.07.2024

Date /

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mali@drreddys.com

CIN: L85195AP1984PLC0O04507
wwyv.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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : Woykauu® Dxcenpece (ubynpoden + napaneTamos), IOpoMIOK AJsl IPHTOTOBJICHHs
pacTBopa AJisl IpHemMa BHYTpb, 400 mr+325 mr
Batch No. / : V2401265 Batch Quantity / : 26026.30 units /
Cepusa Ne O0beM DapTHH 26026.30ea1HuI |
Analytical Report No. / : 040002596833 Date of Analysis / : 29.07.2024
AHaauTHYecKHit oTyeT No JIaTa aHaJIH3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npou3BoacTBa T'onen no N

| Analysis performed according ND / Ananuns npogeaen no HJI: JIIT-007239-300721

N j Test / IlokasaTen Result / PesynbraThl Specification / 'l:l_gpma

OrcyTcTBYET B IT

11 | Assay / KosnyecTBennoe
omnpeaeJiecHHe

- ibuprofen / ubynpogen 403.2 mg (100.8%) / 360.0 mg to 440.0 mg of Ci;3HisO2
403.2 mr (100.8%) (ibuprofen) (90.0 % to 110.0 % of label

claim) per sachet. / Ot 360,0 Mr no
[440,0 mr C;sHisO2 (ubynpoden) (oT
90,0 % mo 110,0% oOT HOMHHAJIBLHOIO
COJIEPKaHUs) B OTHOM MaKeTHKE.

- paracetamol / napayemamon 328.4 mg (101.0%) / 292.5 mg to 357.5 mg of CsHyNO,
328.4 mr (101.0%) (paracetamol) (90.0 % to 110.0 % of label

claim) per sachet. / Ot 2925 mr mo
357,5mr CsHoNO, (napaueramon) (OT
90,0 % nmo 110,0 % oT HOMHHAJILHOIO
COJIepXKaHusl) B OJTHOM NaKeTHKe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TpoaykT cootBercTByeT TpeOoBanuaM HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Managey/Executive /
Tloarorosneno: Santosh Iposepeno: Pardeep Kumar Onobpeno: Menemiep / PykoBoautens
Kumar Maurya @7( ) Abhishek Chauhan |

— Dt‘:*
Reprint Date / Reprint Date / Reprint Date /
Jata: 29.07.2024 Hata: 29.07.2024 JHara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLC0OD4507

wwyv.drreddys.com




Dr. Reddy’s "5.‘

Dr. Reddy's Laboratories Ltd.
Forrnulation 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
CEPTUOHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IlpoAykT H6ykann® Dxcnpece (ubynpoden + napaueramMo.), NOPOIIOK st IPUTOTOBJIEHHST
pacTBopa AJisl IpUeMa BBYTpb, 400 Mr+325 mr
Batch No. / 1 V2401265 Batch Quantity / : 26026.30 units /
Cepnsa No O0beM naptuu 26026.30ea1HuI
Analytical Report No. / : 040002596833 Date of Analysis / : 29.07.2024
AHaauTHYecKuil oTyeT No JlaTa aHanu3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTta npoM3BOACTBA T'onen no
Analysis performed according ND / Anaau3s nposeaen no HJI: JII1-007239-300721 B
Ne | Test / Tloka3aTennb Result / PesyabTatsl Specification / Hopma |

12 | Package / Yna KOBKa

5 gin a sachet of a combination

matcrial (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and

patient information leaflet in
carton pack. / I1o 5 r B makeTnke
u3 KOMOUHUPOBAHHOTO
MaTepwana (NaMHHHpOBaHHas
6ymara/[T9HI1/antoMmuHneBas
donbra/IIOHIT). o 6
MIaKETHKOB BMecCTe c
HHCTpYKUMEH MO MPUMEHEHHIO
B Ma4yKy KapTOHHYIO.

5 g in a sachet of a combination material |
(laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack./Ilo5r
B INakeTHke M3 KOMOMHHPOBAHHOIO
MaTtepuana (1aMHHUpOBaHHas
oymara/TIDHI/anroMmunKeBas
donera/[TOHIT). Tlo 6 unu 9 nakeTHKOB
BMECTE ¢ HHCTPYKUKel o NPUMEHEHHIO B
Na4yKy KapTOHHYIO.

According to ND. / B coorserctaun ¢ HA.

Store below 25 °C. / Ipu temnepatype He Bbine 25 °C.

"13 |Labeling / MapKupoBKa
14 |Storage conditions /
Xpanenue
15 |Shelf life / Cpok rogHocTH
|

2 years. / 2 ropa.

Remarks : The Product confirms to ND/ |

ITpumeuanne: [TpoaykT coorseTcTByeT Tpebosanusm HJ|

Prepared by /
[Toprorosneno: Santosh

Kumar Maurya m
—_—

=

Checked by /
IIposepeno: Pardeep Kumar

=t

Conclusion : APPROVED /
3axkmodenue: OJOGPEHO
Approved by: ManagerExecutive /
OmnobpeHo: Meaemxe?’f PyxoBonutesb
Abhishek Chauhan

Reprint Date /
Jlata: 29.07.2024

Reprint Date /
Hara: 29.07.2024

Reprint Date /
Jlara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCO04507
wwyv.drreddys.com




Dr.Reddy’s €%¢

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

Vil

. Khol, Nalagarh Road, Badd;,

Distt. Solan, H.P,, 173 205, INDIA

Te

I:+91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
poaykTr H6ykanu® Ixenpece (ubynpoden + napamneramot), HOPOLIOK JJIs IPUTOTOBJCHHS

pacTeopa A IpuemMa BHYTph, 400 Mr+325 mr N
Batch No. / 1 V2401265 Batch Quantity / : 26026.30 units /
Cepus Ne O0bem napTHH 26026.30eauHury
Analytical Report No. / : 040002596833 Date of Analysis / : 29.07.2024
AnajuTndeckHii oTyeT No JaTa ananusa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026

JlaTa NpoM3BOACTBA

T'ogen mo

Analysis performed according ND / Anaan3 nposeaen mo HJI: JIII-007239-300721

API name / HaumenoBanue AD®C:

Ibuprofen sodium dihydrate /
H6ynpodena HaTpust AUrnApaT

Paracetamol / [Tapaneramon

npoussoauTens I'JID:

INN / MHH: Ibuprofen / U6ynpodben Paracetamol / [Tapanetamon
API manufacturer batch number / SB2F0004 APAPE2024030206
Homep cepun npousBogutens ADPC:

FP Manufacturer API Batch number /

Homep cepnn cy6cTaHIMH FERA00041 FERA00220

API Manufactured by & country /
Hpoussoaurens A®C, cTpaHa:

BASF Corporation, USA /
BAC® Kopnopeiiun, CILA

Granules India Limited, India /
I'panynec Unnus Jlumuren, Unaus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumevanne: [Ipoaykt cootBeTcTBYET TpeboBaHuaM HJI 3akmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosnexo: Santosh [Tpoepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosoaugens
Kumar Maurya %' D Abhishek Chauhan (f '
Reprint Date / Reprint Date / Reprint Date /

Hata: 29.07.2024 Harta: 29.07.2024 Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
wwyv.drreddys.com




