Dr.Reddy’s Qf:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
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
IIpoaykr H6yknnn® Dkcnpece (nbynpoden + napaueramoir), HOPOLIOK JJisi IPUTOTOBJIEHHS

pacTBOpA AJIs NPpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2401384 Batch Quantity / : 17121.00 units /
Cepusa Ne Q0beM NapTHH 17121.00 eauuuly
Analytical Report No. / : 040002605210 Date of Analysis / : 29.07.2024
AHaJuTHYECKHI oTueT No JlaTa aHaJIH3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npou3BOACTBA T'open 10

Analysis performed according ND / Anaan3 nposeaen no HJI: JIII-007239-300721

| Ng__ Test / Iloka3zaTenn
| 1 |Description / Onucanue

Result / Pe3yabTaThnl

SP_ecification /Hopma

| White powder, with
characteristic odor. /
[lopowox 6Genoro usera ¢
XapaKTEPHbBIM 3a11aXOM.

a| White

to off-white powder, with a
characteristic odor. / Hopoiwok ot 6enoro
JO TOYTH OejIoro LBETa, C XapaKTepHBbIM
3aMaxoM.

Colourless solution with a characteristic

2 |Reconstituted solution / Colourless solution with a
BoccTaHoBJIeHHBIH pacTBOp characteristic odor, with small | odor shall be observed, may have small
amount of suspended | amount of suspended particles. /
. - appearance / onucanue particles. /  becuseTHblii| becuBeTHBI pPacTBOpP € XapaKTepHBIM
| pacTBOp C  XapaKTEPHBIM | 3allaxOM, C BO3MOXHBIM COZAEPHAHUEM
' 3amaxoMm, ¢  HeOOJBIIMM | HEOOJBUIOTO KOJHMYECTBA  B3BELICHHBIX |
' KOJNIMYECTBOM  B3BELICHHBIX | YAaCTHII.
! YACTHII.
| Ne Test / [Toka3zaTenn Result / Pe3yasTaThbl Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
HEemHOCHLb CooTBeTCTBYET exceed color intensity of reference standard
By. / PactBOp nosmkeH OBITh OKpallleH HE
B ' 6onee HHTEHCHBHO, YE€M 3TalOH Bo.
3 |Dissolution time / 01 min 02 sec / 01 mun 02 cex | Not more than 5 min. / He 6osee 5 Mum.

i | Bpems pacTBOpeHHs
4 | pH of solution / pH pacreopa

6.6

5.8t07.8./ 0t 5,8 10 7,8.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tpogykrt coorBercTBYeT TpeboBanusM HJI 3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Nogrorosneno: Santosh IIposepeno: Pardeep Kumar OnobpeHo: Menemxep //PykoBognrens
Kumar Maurya (’ﬁ; Abhishek Chauhan /
Reprint Date / Reprint Date / Reprint Date /

Jara: 29.07.2024 Hara: 29.07.2024 Hata: 29.07.2024

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd,
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

CEPTUDPUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxr H6ykans® Dxenpece (uGynpoden + napaueramoir), NOPOLIOK AN NPHTOTOBJIEHHS

pacTBoOpa s puemMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401384 Batch Quantity / : 17121.00 units /
Cepus Ne O0beM mapTHH 17121.00 ennnmui
Analytical Report No. / : 040002605210 Date of Analysis / : 29.07.2024
AHaauTHYecKHil oTyeT Ne JaTa ananu3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npon3BoAcTBAa Togen no

Analysis performed according ND / Ananus nposeaen no HJ: JIIT-007239-300721

~ Specification / Hopma

— Ibuprofen / ubynpogpen

— Paracetamol / napayemamon

Ne | Test / [Toka3zaTensb Result / PezyabTaThl
5 [dentification / IlogJIuHHOCTH Complies /
) by HPLC / BIKX COOTBETCTBYET
- Ibuprofen / ubynpodghen
— Paracetamol / napayemamon
B) by HPLC-UV / BIXX-Y® Complies /
CooTBETCTBYET

The retention times of the main peaks in the
chromatograms of test solutions should
correspond to those in the chromatograms of
reference standards solution (Assay
section). / BpeMs ynep:KUBaHUsI OCHOBHBIX
OMKOB Ha XpoMmarorpammax HMCHbITYEMBbIX |

|
pacTBOPOB  JODKHBI ~ COOTBETCTBOBAThH
BpeMeHaM

YAEPKUBaHUs
COOTBETCTBYIOUIUX OCHOBHBIX MHKOB Ha
XpOMATOrpaMMax pacTBOpa CTaHZAPTHBIX
obpazuoB  (pazmen  «KonuyecTBeHHOE
ONpEJENICHUE). - -
When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
iparacetamol standard solutions. / Ilpu
imposefennn  tecta  «KomuuecTBeHHOE
onpepeneHue» YD-CHEKTPbl HUCHBITYEMBIX
pPacTBOPOB JIODKHBI COOTBETCTBOBATh Y D-
CIeKTpam CTaHIAPTHBIX pacTBOpOB
ubympodeHa 1 napaleramona.

Remarks ; The Product confirms to ND/

ITpumeuanne: [Tpoaykt cooTBeTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IMoarorosieHo: Santosh

Kumar Maurya %

—

Checked by /
[Mposepeno: Pardeep Kumar

S

Approved by: Manager/,
Onobpeno: Menepxep// Pykosonutenb
Abhishek Chauhan

xecutive /

Reprint Date /
Hara: 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, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com

CIN: L85195AP1984PLCODA507
wwyv.drreddys.com




Dr.Reddy’s Q‘:’

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

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Ho6ykann® Dxcnpece (ubynpoden + napaueramod), OPOMIOK AJIsi IPHTOTOBJIEHHS
pacTBOpa J1Js nNpHemMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2401384 Batch Quantity / : 17121.00 units /
Cepus Ne Qobem napTuu 17121.00 enuuuy
Analytical Report No. / : 040002605210 Date of Analysis / : 29.07.2024
AHaJauTHYecKHif oTueT No JlaTa aHaJmM3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npou3sBoicTBa Topen g0
Analysis performed according ND / Ananu3s nposeaen no HJI: JIII-007239-300721
Ng__ ~ Test/Iloka3aTenn [ Result / Pe3yabTaThl Speci_fication / Hopma B
6 |Particle size / Pasmep wacTun 100 % Particle size less than 2 mm — not less
than 95 %, / YacTil pa3MepoM meHee 2 MM
— He MeHee 95 %;
92 % Particle size less than 0.25 mm — not less
than 60 %. / yacTuL pa3MepoM MeHee
0,25 MM — He MeHee 60 %.
|
7 |Water/ Bona 5.1% Not more than 8.0 % w/w. / He 6onee 8,0 %. |
8 |Related substances/
PoncrBeHHBIE IPUMECH
- ibuprofen / ubynpodhen 0.04% Individual unidentified impurity - not more
than 0.15 %. / Enunnunas
HeHJeHTHhULHPOBAHHAS IPHMECDH - HE
6onee 0,15 %.
0.04% Total impurities - not more than 0.5%. /
Cymma npumeceii - He 6onee 0,5 %.
- paracetamol / napayemamon Below LOD (LOD = 0.01 %) / [Impurity K - not more than 0.15%. /
Huxe npenena obHapyxenus [[Ipumecs K - He 6onee 0,15 %.
(ITO =0.01 %)
Below LOQ (LOQ = 0.04 %) / |Individual unidentified impurity - not more

Remarks : The Product confirms to ND/

IMpumeyanue: IIponykT cooTBeTCTBYET TpeboBanHamM HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Jata: 29.07.2024

Prepared by / Checked by / Approved by: Manager/Exgcutive /
INoaroroeneno: Santosh [Iporepeno: Pardeep Kumar Opnobpeno: Menemxep / PyxoBoanrenb
Kumar Maurya @ i Abhishek Chauhan !
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.07.2024

Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

www.drreddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoaykt : M6ykauu® Dxcnpecc (uGynpodeH + mapaneramolr), NOpOIIOK AJIs IPUIOTOBJIECHHS]

pacTBOpa AJs NpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2401384 Batch Quantity / : 17121.00 units /
Cepus Ne O6beM mapTuu 17121.00 equHuL
Analytical Report No. / : 040002605210 Date of Analysis / : 29.07.2024
AHaJiInTHYecKHil oT4eT No JaTa anayinsa
Date of Manufacture / : 072024 Date of Expiry / : 06/2026
JlaTa npou3BoACTBA I'onex o

Analysis performed according ND / Ananu3s nposegenr no HJI: JII1-007239-300721

Huxe npenena
KOJIN4ECTBEHHOTO
onpenenenns (ITKO =

Ne _|_ ~ Test/Ioka3sarens Result / Pe3yabTaTsl | Specification / Hopma

than 0.10%. / Exunnunas
HEHJIeHTHPULMPOBaHHAs NPUMECH - HE
0.04 %) [donee 0,10 %.

Below LOQ/ Hinke npeaena  [Total impurities - not more than 0.5%. /

CymMa npumeceii - He 6onee 0,5 %.

[KOJTHUECTBEHHOI O
L onpeneneHus
9 |Uniformity of dosage units /
OaHOPOAHOCTL J03HPOBAHHA
- ibuprofen / ubynpodhen 2.8
- paracetamol / napayemamo.n 23

Acceptance value (AV) should not be more
than 15.0. / [Tokazatens NpUEMIIEMOCTH
(AV) nomxkeH OviTh He Oonee 15,0.

Acceptance value (AV) should not be more
than 15.0. / [Toka3aTenb NpUEMIIEMOCTH
(AV) pomxen 6u1Th He Godiee 15,0.

Remarks : 'T'he Product confirms to ND/ Conclusion : APPROVED /

Ilpumeuanne: [IpoaykT cooTBeTcTBYET TpebGoBanuaM HJI 3akauenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutive /

[MoxarorosneHo: Santosh [Tpoeepeno: Pardeep Kumar Onobpeno: Menemxkep //Pykopoautens

Kumar Maurya (l/ Abhishek Chauhan  / :
(S . _

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.07.2024 Jara: 29.07.2024 Jara: 29.07.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: =91 40 4900 299G, Frnail: maii@drreddys com
CIN: L85195AP1984PLC0O04507
wwiv.drreddys.com




Dr.Reddy’s Q,‘f‘

Dr. Reddy's Laboratories Ltd.
Forrnulation 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 AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAykT Ho6ykaun® Dxenpecc (ubynpoden + mapaueraMmos), IOPOLIOK AJIsi IPHTOTOBJICHHS
pacTBopa ;s IpueMa BHYTpPb, 400 Mr+325 mr

Batch No. / : V2401384 Batch Quantity / : 17121.00 units /
Cepia Ne O6beM napTHH 17121.00 eguuny
Analytical Report No. / : 040002605210 Date of Analysis / : 29.07.2024
AHaJUTHYEeCKHIi oT4yeT No Jata aHasinsa ]
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npon3BojcTBa T'onen no
Analysis performed according ND / Ananu3s nposeaen mo HJL: JII1-007239-300721

Ne | Test/TlokasaTean Result / PesynbTaTh! Specification / Hopma ]

10 | Microbial limits /

Muxkpo6uoJioruyeckasi YucToTa

NIL CFU/g/
KOE/r

NIL CFU/g /
KOE/r

Absentper 1 g/
OtcytcTByeT B IT

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

Obuiee yucno a3poOHbIX MUKPOOPraHU3MOB
- He Gonee 1000 KOE/T.

b) Total combined yeasts and mould -
not more than 100 CFU/g. /

OO0lLIee YMCNIO JPOXIKEBBIX W TIECHEBBIX
rpubos - He 6onee 100 KOE/T.

c) Escherichia coli - shall be absent per 1 g./
Escherichia coli - otcyTcTBHE B 1 T. |

11 [Assay /  Koamuecrsennoe |
onpeseseHmne
- ibuprofen / ubynpogen

- paracetamol / napayemamon

400.8 mg (100.2%) /
400.8 mr (100.2%)

327.5 mg (100.8%) /
327.5 mr (100.8%)

360.0 mg to 440.0 mg of C;3HizO
(ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 0 440,0 Mr
Ci3Hi50, (ubympoden) (ot 90,0 % no
110,0 % OT HOMHUHANIBHOIO COAEPXKAHMUS) B

OOHOM MaKCTHUKE.

2925 mg to 357.5 mg of C3H9N02|
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / OT 292,5 Mr 10 357,5 mMr
CsHoNO, (mapauetramon) (ot 90,0 % l[o|

Remarks : The Product confirms to ND/

IIpumeuanne: [IponykT cooTBeTcTBYET TpebGoBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToprorosneHo: Santosh

Kumar Maurya %

—

Checked by /
[Tposepeno: Pardeep Kumar

d_

e

Approved by: Manager/Executive /
Onobpeno: Menemxep/ PykoBoaurens
Abhishek Chauhan /

!

L —

Reprint Date /
Jara: 29.07.2024

Reprint Date /
Jata: 29.07.2024

Reprint Date /
Hara: 29.07.2024

Registered Cffice: 8-Z-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganaz, India
Tel: +491 433 4900 2900, Fax: +91 40 4900 299G, Frnail- maii@drreddys com

CIN: L85195AP1984PLCOJ4507
www.drreddys.com




Dr.Reddy’s Q::‘

Dr. Reddy's Laboratories Ltd.
Forrulation 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

13

14 |Storage conditions /

XpaHeHHe

15

' Labeling / MapkupoBka

Shelf life / Cpox rognocTH

According to ND. / B coorserctuu ¢ HI.

2 years. / 2 roga.

Store below 25 °C. / Ilpu Temneparype He Bbile 25 °C.

CEPTUOHEKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
poAykT No6ykaun® Dxenpece (u6ynpoden + napaueTamMod), IOPOILOK sl NPHUTOTOBJIEHHUS
pacTBOpA /15l pHeMa BHYTpPb, 400 Mr+325 mr
BatchNo. / : V2401384 Batch Quantity / : 17121.00 units /
Cepun Ne O6nem nmapTuu 17121.00 equHuL |
Analytical Report No. / : 040002605210 Date of Analysis / : 29.07.2024
AHaJiuTHYecKH oTyeT Ne JlaTa anHaausa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jlata npou3BoacTBa I'onen oo
Analysis performed according ND / Anann3 nposesen no H/: JITI-007239-300721
.N'?_ | Test / Tloka3zaTenn Result / PesyanTaTsl Specification / Hopma |
110,0 % oT HOMHUHANBHOIO COAEPIKAHUS) B
OJTHOM TIaKETHKE. I
12 |Package / YnakoBka 5 ginasachet of a combination |5 g in a sachet of a combination material
material (laminated | (laminated paper/LDPE/aluminum
paper/LDPE/aluminum foil/LDPE). 6 or 9 sachets and patient
‘foil/LDPE). 9 sachets and|information leaflet in carton pack./Ilo5r B
patient information leaflet in|nakeruke u3 KOMOMHUPOBAHHOTO
|carton pack. / Ilo 5 r B|marepuana (taMmuHKHpOBaHHas
| MaKeTHKe u3 | 6ymara/[19HI1/anromunreBas
KOMOHHUPOBAHHOTO donbra/I[IHIT). o 6 v 9 nakeTukos
Matepuana (JaMHHHPOBaHHAs | BMECTE ¢ MHCTPYKUMEH MO NMPUMEHEHHIO B
oymara/[IS5HIl/anmroMuHleBas | nauky KapTOHHYIO.
donera/[IHIT). ITo 9
MaKEeTHKOB BMecCTe c
.r HHCTPYKLIHEH no
NPUMEHEHHIO B nauKy
KapTOHHYIO.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Hara: 29.07.2024

Harta: 29.07.2024

IMpumeyanue: [TpoayKT cooTBeTCTBYET TpeboBanusm H/I 3aknmwouende: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santosh [Ipoeepeno: Pardeep Kumar Onobpeno: Menemxep,/ Pykosoaurtens
Kumar Maurya @ Abhishek Chauhan .
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4960 29200, Fax: +91 40 4900 2999, Eifail: maieddrreddys.com

CIN: L85195AP1984PLCO04507
wwwv.drreddys.com




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

S
Dr Reddy’s Q'.. Vill. Khol, Nalagarh Road, Baddi,
° . Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoayxr : M6ykmun® xcnpece (uGynpoden + napaueramod), MOPOIIOK ISl NPHTOTOBJIEHHUS]
pacTBOpA AJIS NPpUeMa BHYTPb, 400 mr+325 mr

Batch No. / : V2401384 Batch Quantity / : 17121.00 units /
Cepnn Ne O0beM napTHU 17121.00 enuHuIL
Analytical Report No. / : 040002605210 Date of Analysis / : 29.07.2024
AHaJIuTHYECKH I oTUeT Ne JlaTa anajmn3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npon3BoACTBA I'ogen go
Analysis performed according ND / Ananus nposeaen no HJI: JIII-007239-300721

API name / HaumenoBanue ADC: Ibuprofen sodium dihydrate /
Paracetamol / ITapaueTramon
Hb6ynpodeHa HaTpust AUrHAPaT
INN / MHH: Ibuprofen / Ubynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / SB2F0004 APAPE2024030206

Homep cepun npousBoaureiss ADC:

FP Manufacturer API Batch number /

Homep cepnu cy6cTanuuu FERA00041 FERA00220
npon3poguress I'JID:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
IMpouseogntens ADC, cTpana: BAC® Koprnopeiimn, CIIA ['panynec Mupus Jlumnren, Unaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBaHusAM HJI 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTtorneHo: Santosh IIpoeepeno: Pardeep Kumar Onobpeno: MeHexep {f YKOBOANTENh
Kumar Maurya (Zé Abhishek Chauhan i
& - 1
Reprint Date / Reprint Date / Reprint Date / |
Hara: 29.07.2024 Hara: 29.07.2024 Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4560 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wwvv.drreddys.com




