Dr.Reddy’s ‘f:’.

Dr. Reddy's Laboratories [td.
Formulaticn 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

CEPTUDOUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr H6ykann® Dxenpece (ubynpoden + napaneramod), 1OpoLIOK AJisl IPHTOTOBJICHHS
pacTBopa [ npHemMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2401467 Batch Quantity / : 25875.00 units /
Cepus Ne O0nem mapTun 25875.00 enrnun
Analytical Report No. / : 040002618090 Date of Analysis / : 12.08.2024
AHaanTuyeckuii oTuer Ne JaTa ananuza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npon3BoAcTBa T'open go
Analysis performed according ND / Ananus npoeeaen no HJI: JITI-007239-300721
Ne | Test / Ilokazaresb Result / Pe3yJbTaThl Specification / Hopﬁa— ]
1 |Description / Onucanue White powder, with a White to off-white powder, with a
| characteristic odor. /| characteristic odor. / Ilopoiok ot 6enoro

Tlopowok Genoro LBeta | IO MOYTH 6eNoro LBETa, C XapakTepHHIM

XapaKTEPHBIM 3allaxoM.

3arnaxom.

2 | Reconstituted solution / Colourless solution with a characteristic
BoccTaHoB/IeHHBLI pacTBOp Colourless solution with a| odor shall be observed, may have small
| characteristic odor, with small | @mount  of suspended  particles. /
- appearance / onucanue amount of suspended BecuperHplii pacTBOp C XapakTEpHBIM
: | 3amaxoM, C BO3MOXHBIM COJIEpKaHUEM
particles. /  beCuBETHbI | yogoninioro  KkonuecTBa  B3BELUEHHBIX
PacTBOp €  XapakKTEPHBIM | yacTyiy,
3arnaxoM, ¢  HeOOJBIINM
KOJIUYECTBOM  B3BELICHHBIX
YACTHIL,
Ne | Test / Ilokazatenn | Result / PesyabTaThl Specification / Hopma
- Color of the solution / i Complies / Color intensity of the solution does not
yeemHocme CoOTBETCTBYET exceed color intensity of reference
| | standard Bo. / PacTtBop noimkxeH OBITH
‘ okpailleH He Oolee HMHTEHCHBHO, YEM
[ | sTanoH Bo. |
| 3 |Dissolution time / 01 min 03 sec /01 mun 03 cex | Not more than 5 min. / He 6onee 5 MuH. |
| Bpemsi pacTBOpeHus]

Remarks © The Prodnet eonfirms tn NTY/
Ilpumeyanue: [Ipoaykr cooTBeTcTBYeT TpebGoBanuam H]I

Conelosian < APPROVED/
3akmouenue: OJJOBPEHO

Jata: 12.08.2024

Jata: 12.08.2024

Prepared by / Checked by / Approved by: Manager/Hxecutive /
Iloarorosnexno: Santosh IIposepeno: Pawan Kumar Onobpeno: Menemxep f PyxoBoiTens
Kumar Maurya A Abhishek Chauhan }
Reprint Date / Reprint Date / Reprint Date / B

Jlata: 12.08.2024

Registered Office: 8-2-337, Road No. 3, Banjzara Hills, Hyderabad - 560034, Telangana, India
Tel: +1 40 4900 2900, Fax: +91 40 4300 2929, Email: maii@drreddys.com

CIN: L85135AP1984PLC0O04507
www.drreddys.com




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

o o
Dr. Reddy’s ‘.... Vill. khol, Nalagarh Road, Bad dj,

Disit. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A
Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykt Hoyxkanu® Dxcnpece (uGynpoden + napaueramolt), NOPOLIOK AJist IPHTOTOBJICHHS
pacTBopa AJisl NpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401467 Batch Quantity / : 25875.00 units /
Cepus Ne O0bem napTun 25875.00 enunny,
Analytical Report No. / : 040002618090 Date of Analysis / : 12.08.2024
AHaJUTHYeCKHUIi oTueT No JlaTa ananuza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npoM3BOACTBA T'ogen no
Analysis performed according ND / Ananu3s nposeaen no HJI: JIIT-007239-300721 -
Ne | Test / TlokaszaTens Result / Pe3yapTaThl ; Specification / Hopma ]
| 4 | pH of solution / pH pacTBopa 6.5 ‘ 5.8t07.8./015,8 no7,8.
5 [Identification / ToqauHHOCTH The retention times of the main peaks in
the chromatograms of test solutions should
& iy SRR ARSI Complies / correspond to those in the chromatograms
— Ibuprofen / ubynpogen CootBeTcTBYET of reference standards solution (Assay
section). / Bpems ynep>HBaHMsi OCHOBHBIX
~ Paracetamol / napayemamon IMHKOB HAa XPOMATOrpaMMax HCIBITYEMbIX
pPacTBOpOB  JOJDKHBI ~ COOTBETCTBOBATh
BpeMeHaM YIlepKUBAHUS
COOTBETCTBYIOLIUX OCHOBHBIX MWUKOB Ha
XpOMaTOrpaMMax pacTBOpa CTaHNAPTHBIX
obpazuoB (pazgmen «KonmyectBeHHOE
. OTIPEACNCHUEY). |
B) by HPLC-UV / BXX-Y® ' When carrying out the "Assay" test, the
Complies / UV spectra of the test solutions should
- Tbuprofen/ ubynpogen CoOTBETCTBYET correspond to those of ibuprofen and
— Paracetamol / napayemamon paracetamol standard solutions. / Ilpu
npoeefenun Tecta  «KonudecTBeHHOE
onpesienenye» Y®O-cneKTphl HCIBITYEMbIX
PacTBOPOB JIOKHBI COOTBETCTBOBATh Y O-
CIEeKTpaM  CTaHJApTHBIX  PacTBOPOB
ubynpodeHa u napaneramosna.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT coorBeTcTBYET TpeboBaHuaM HJI 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotosneHo: Santosh Ilposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoauTeb
Kumar Maurya @i“ % Abhishek Chauhan f
Reprint Date / Reprint Date / Reprint Date / g
Jara: 12.08.2024 JaTa: 12.08.2024 Jata: 12.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +G1 40 4900 2900, Fax: +91 40 4300 29299, Email: maii@drreddys.com
CIN: L85195AP1984PLC0OO4507
www.drreddys.com




Dr.Reddy’s Q,’:‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITpoaykr Ho6ykaun® Dxenpece (uGynpodeH + napaneramMmos), IOPOLIOK AJIsi IPUTOTOBJICHHS
pacTBOpA JJIs PHEMAa BHYTPb, 400 Mr+325 mr
Batch No. / : V2401467 Batch Quantity / : 25875.00 units /
Cephsa Ne O06beM napTuu 25875.00 earHuL
Analytical Report No. / : 040002618090 Date of Analysis / : 12.08.2024
AHalnTHYecKui oTueT Ne JlaTa aHanm3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa Npou3BoACTBA Tonen no -
Analysis performed according ND / Ananus nposeaes no HJI: JIII-007239-300721

Specification / Hopma

Particle size less than 2 mm — not less
than 95 %; / YacTuu pasmepom MeHee

2 MM — He MeHee 95 %);

Particle size less than 0.25 mm —not less
than 60 %. / 4acTuI| pa3MepoM MeHee
0,25 mm — He meHee 60 %.

C Ne | Test / Iloka3aTenn ~ Result/PesyasraTsl
| 6 [Particle size / Pazmep yacTHn 100 %
95%
7 Water/ Bona 5.0%
| 8,0 %.
8 [Related substances / N
PoacTBeHHDbIE NPHMECH
-ibuprofen / ubynpogren 0.04%
|
| 0.04%

- paracetamol / napauemamon

b

Remarks : The Product confirms to ND/

Hpumeyanne: poyyrr covrsercrsyer rpebusanuim H)|

%)

npenena
onpenenenus (ITKO = 0.05 %)

Not more than 8.0 % w/w. / He 6osee|

Individual unidentified impurity - not more
than 0.15 %. / EnuHu4Has
HeuJeHTUhULIUMPOBaHHAS IPUMECh - HE
6onee 0,15 %.

Total impurities - not more than 0.5%. /
Cymma npumeceit - He 6onee 0,5 %.

Below LOD (LOD = 0.01 %) / Huxe [mpurity K - not more than 0.15%. /
npenena obHapyxenus (II0 = 0.01 [Tpumecs K - ne 6onee 0,15 %.

Below LOQ (LOQ = 0.05 %) / Huxe |Individual unidentified impurity - not
KOJIM4€CTBEHHOTO !.more than 0.10%. / Enunu4Has

Conclusion : APPROVED /
Zurinwuenue: OJOBPEHO

iﬂenz{eHTmbnuupOBaHHaﬂ NpUMech - He

Prepared by / Checked by / Approved by: Manager/Executive /
ITozrorosneno: Santosh IIposepeno: Pawan Kumar OnobpeHo: Menenxep / PykosoanTenb
Kumar Maurya j’ Abhishek Chauhan

L )%Lf— { --’/
Reprint Date / Reprint Date / Reprint Date /
Jata: 12.08.2024 Jarta: 12.08.2024 JlaTa: 12.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com

CIN: L85135AP1984PLCJ04507
www.drreddys.com




Dr.Reddy’s ‘f‘:‘

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
CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr : H6ykaun® Dxenpece (ubympoden + mapaneramo.), MOPOIIOK /ISl IPHTOTOBJIEHHS]
pacTBOpa A1 ApHeMa BHYTpPb, 400 Mr+325 mr

Batch No. / : V2401467 Batch Quantity / : 25875.00 units /
Cepus Ne O0beM napTun 25875.00 eanuun
Analytical Report No. / : 040002618090 Date of Analysis / : 12.08.2024
AnaapTH4yecknii oTuer Ne JlaTa anaau3za
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npon3BoACTBA T'open no - ]
Analysis performed according ND / Ananns nposeaen nmo HJ1: JIII-007239-300721 -

Result / Pe3yapTaThl Specification / Hopma ]

: Nt_"‘i ~ Test/Ilokasareb

9 |Uniformity of dosage units /-
OaHOpOAHOCTE AO3HPOBAHUA

- ibuprofen / ubynpodghen

- paracetamol / napayemamo.n

10 | Microbial limits

Below LOQ/ Hmwke mnpenena
KOJIHYECTBEHHOTO ONPEACACHHSA

MukpoOHoJoru4eckas 4ucToTAa

/|

©onee 0,10 %.
Total impurities - not more than 0.5%. /
Cymma npumeceii - He 6onee 0,5 %.

Acceptance value (AV) should not be
more than 15.0. / TToka3aTens
npuemyieMocTd (AV) NOMkeH ObITh He
6onee 15,0.

Acceptance value (AV) should not be
more than 15.0. / IToka3aTtens
npuemneMoctd (AV) nomkeH OBITh He
6onee 15,0.

1.5
3.7
NIL CFU/g/ a)
KOE/r
O0uee
NIL CFU/g/ b)
KOE/r

Absentper 1 g/
OtcyTcTByeT B 1Ir

Total aerobic microbial count - not
more than 1000 CFU/g. /

YUCIIO a’pob6HBIX
MHKpPOOpranu3MoB - He 6onee 1000 KOE/T.
Total combined yeasts and mould
- not more than 100 CFU/g. /

ObIee YUCIO JPOXOKEBBIX U MIIECHEBBIX
rpidos - He 6onee 100 KOE/T.

c¢) Escherichia coli - shall be absent per 1

¢./ Escherichia coli - orcyTcTBHE B 1 T.

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT coorBercTBYeT TpeboBanusM HT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
[ToaroroBneno: Santosh
Kumar Maurya /

-

u,-"'"'_';-

Checked by /
IIpoBepeno: Pawan Kumar

Approved by: Managdr/Executive /
Onobpeno: Menekgp / Pykosogurens
Abhishek Chauhan /]

Reprint Date /
JHata: 12.08.2024

Reprint Date /
Hata: 12.08.2024

Reprint Date /
Hara: 12.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4300 2999, Email: mait@drreddys.com
CIN: L85195AP1384PLCD0O4507

www.drreddys.com




Dr.Reddy’s @3¢

Dr. Reddy's Laboratories |td
Formulaticn 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
CEPTUO®UKAT AHAJIU3A
Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Hpoayxr H6ykaun® Dxenpece (M0ynpogeH + napaneramo), NOPOILOK AJIf IPUTOTOBJIEHHS
pacTBOpa JJisl IpueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401467 Batch Quantity / : 25875.00 units /
Cepus Ne O0bem mapTHH 25875.00 ennuui |
Analytical Report No. / : 040002618090 Date of Analysis / : 12.08.2024
AnannTryeckHii oTdeT Ne Jata anajin3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npousBoacTBa I'onen no
Analysis performed according ND / Ananus nposenen no HJ: JIII-007239-300721 -
“Ne Test / IlokasaTesanb ] Result / PesyasTaThl Specification / Hopma
11 | Assay /  KosudecTBeHHOE | .
omnpeJeJicHue : 360.0 mg to 440.0 mg of Ci;3HisOz|
- ibuprofen / ubynpodhen 401.2 mg (100.3%) / (ibuprofen) (90.0 % to 110.0 % of label
401.2 mr (100.3%) claim) per sachet. / Ot 360,0 mr no

- paracetamol / napayemamon

333.9 mg (102.8%) /
333.9 mr (102.8%)

440,0 mr C;3Hi302 (ubynpoden) (ot
90,0% no 110,0% oT HOMHHAJILHOrO
coJlepKaHMsl) B OJJHOM IaKETHKE,

2925 mg to 357.5 mg of CsHyNO,
(paracetamol) (90.0 % to 110.0 % of label
|claim) per sachet. / Ot 292,5 mr mo
357,5mMr CsHoNO, (mapaueramon) (ot
90,0 % mo 110,0 % OT HOMHHAJIBHOTO
COIEPXKaHMs) B OJTHOM IMaKETHKe. |

Remarks : The Product confirms to NTY/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Exjecutive /
ITonrorosneHo: Santosh ITpoeepeno: Pawan Kumar Onobpeno: Menemxkep / Pykosoaurelnb
Kumar Maurya J#} Abhishek Chauhan

el d I.; B /
Reprint Date / Reprint Date / Reprint Date / /
Jata: 12.08.2024 Jlara: 12.08.2024 Jara: 12.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +81 40 4900 2960, Fax: +91 40 4300 2929, Email: maii@drreddys.com
CIn: L85195AP1584PLLCO04507
www drreddys.com




I Dr.Reddy’s ‘

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

Vill. Kkol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND1A
Tel: 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr : Ho6yknnn® Dxenpece (ubynpoden + napaneramo.t), IOPOIIOK JJisi IPUTOTOBJIEHHSI
pacTBOpa AJIs pueMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2401467 Batch Quantity / : 25875.00 units /
Cepus Ne Oo0bem naprun 25875.00 eannun
Analytical Report No. / : 040002618090 Date of Analysis / : 12.08.2024
AHaJXHTHYECKHH oTueT No JlaTa aHa/IM3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npon3BoJcTBA I'onen no
Analysis performed according ND / Anasns nposeaen no HJL: JIT1-007239-300721

Ne | Test / Ilokazarenn

Result / PesyasTathl

Specification / Hopma

—

12 'Package / Ynakoska

13 |Labeling / MapkupoBka

| material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and
patient information leaflet in
carton pack. / I'lo 5 r B nakeTuke
U3 KOMOHWHUPOBAHHOI'O
matepuana (JaMHHUPOBAHHAA
oymara/[I1OHIl/anomunneBas
¢dbonsra/IIHII). Ilo 6
NaKeTHKOB BMecTe c
HHCTPYKIMEN MO TPHMEHEHHIO
B [1a4YKy KapTOHHYIO.

5 g in a sachet of a combination |

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./ITo 5T
B [MaKeTHKe U3 KOMOWHHPOBAHHOTO
MmarepHana (laMuHMpOBaHHAS
6ymara/I[IDHIT/anmtoMuHeBast
tdonera/IISHII). ITo 6 umn 9 naketuxos
BMECTE C HHCTPYKIMEH 1O TPUMEHEHUIO B
MayKy KapTOHHYIO.

‘According to ND. / B cootBerctBuu ¢ HJI.

|14 .Storage conditions /
Xpanenue

15 [Shelf life / Cpok roguoctu

Store below 25 °C. / IIpu Temnepatype He Boile 25 °C.

2 years. / 2 rofa.

Remarks : The Product confirms to ND/

llpumeuanue: | 1pogykT coorBeTcTBYET TpeboBanusam H]T

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

-

Kumar Maurya _
=

Prepared by / Checked by /
IMoarorosiexo: Santosl@ IIposepeHo: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemwkep Pylcoao7nenb

SZ Abhishek Chauhan

Reprint Date / Reprint Date /
Hara: 12.08.2024 Hara: 12.08.2024

Reprint Date /
Jlara: 12.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +51 40 4900 2900, Fax: +91 40 4300 2929, Email: mai@drreddys.com

CIN: L85195AP1584PLCO04SD7
www.drreddys.com



Dr. Reddy's Laboratories Itd.
Formulaticn Unit-6

. ‘ ) -
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Sofan, H.P., 173 205, INDIA
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
Ipoaykt : HM6éykanu® Dxenpece (ubynpodeH + napaneramoir), NOPOLIOK JJisi IPUTOTOBJICHHsI

pacTBopa JJisl IpyeMa BHYTpb, 400 Mr+325 mr i
Batch No. / : V2401467 Batch Quantity / : 25875.00 units /
CepHa Ne O6beM napTuu 25875.00 equnuy
Analytical Report No. / : 040002618090 Date of Analysis / : 12.08.2024
AHaJMTHYecKHid oTUeT No JlaTa ananuza
Date of Manufacture / : 07/2024 Date of Expiry/ : 06/2026
JaTta npou3BoacTBa I'onen no
| Analysis performed according ND / Ananu3s nposeaen no HJI: JIII-007239-300721 o

API name / HaumenoBanue ADC: Ibuprofen sodium dihydrate /
Paracetamol / [1aparietamon
H6ynpodena HaTpHs AMTHApaT
INN / MHH: Ibuprofen / M6ynpoden Paracetamol / [Taparieramon
API manufacturer batch number / SB2F0004 APAPE2023060680

Homep cepun npoussoautes ADC:

FP Manufacturer API Batch number /

Homep cepun cyG6cTaHIHH FERAQ00041 FEQAO00453
npoussopurens I'JID:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
IIponspoautens ADPC, cTpaHa: BAC® Kopnopeitn, CIIA ['panynec Uuaus Jlnmuten, Unans
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
llpumedanne: 1 IpoAyKT COOTBETCTBYET TpeboBaHuAM H /L Jakmodenue: UAUbPEHU
Prepared by / Checked by / Approved by: ManagerfExecutive /
ITonrororneno: Santosh [Tpoeepeno: Pawan Kumar Opnobpeno: Menemxep/ Pykosoaurens
Kumar Maurya / _:} Abhishek Chauhan

| e
Reprint Date / Reprint Date / Reprint Date /
Jara: 12.08.2024 Hata: 12.08.2024 Jarta: 12.08.2024

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
CIM: 185195AP1GR4PI CNNARNT
www.direddys.com



