Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

2 |Reconstituted solution /

- appearance / onucanue

- Color of the solution /
UGEMHOCMb

BoccTaHOoBNEHHBINH pacTBOp

[Topowiok 6enoro uBera ¢
XapaKTEepHBIM 3alaxoM.

| XapaKTEPHBIM 3allaxOM.

Complies

CEPTUOHUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr No6yxann® Dxenpece (udynpoden + napaneramMmost), NOPoLOK JJ1sl IPUTrOTOBJIEHHA
| pacTBOpa AJsl NpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2202258 Batch Quantity / : 253160.00 units /
Cepus Ne O6beM mapTHu 253160.00 enqunuiL |
Analytical Report No. / : 890001625845 Date of Analysis / : 07.11.2022
AHanuTH4ecKHii oTyeT Ne ~ JlaTa aHanu3a |
Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
Jara npou3BoacTBa T'oneH no
Analysis performed according ND / Ananans nposenen no HJL: JITI-007239-300721
N | Test / IloxazaTesn Result / PezyabTaTsl Specification / Hopma R
1 |Description / Onucanue White powder, with|White to off-white powder, with a
' characteristic odour. /| characteristic odor. / ITopowok ot 6enoro

J0 MOYTH Genoro ugera, ¢ XapaKTCPpHBIM
3araxomMm.

Colourless solution with a characteristic
odor shall be observed, may have small
amount of suspended particles. /
becuBeTHbIi PacTBOpP € XapakTEpHBbIM
3amaxoM, C BO3MOXHBIM COJEpXaHHEM
HeOOJBILIOr0 KOJNMYECTBA  B3BEUICHHBIX
YaCTHII.

Complies /
CooTBeTCTBYET

Color intensity of the solution does not
exceed color intensity of reference standard
Boy. / PacTBOp moMmKeH ObITH OKpalleH He
fosiee HHTEHCHBHO, YeM 3TaoH Bo.

3 |Dissolution time /
Bpems pacTBOpeHHst

01 minute 05 seconds

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

4 | pH of solution / pH pacTtBOpa

6.6

5.81t07.8./015,8 10 7,8.

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoayxT coorBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
Zakarouenue: OJOBPEHO

Prepared by / Naresh Kumar

IToaroroBneHo: @
J)

Checked by / Pardeep Kumar

ITposepeHo: [

Chauhan

Approved by: Manager/Executive / Abhishek
r;
Ono6peno: Menemiep

YROBOJAWTEID

Print Date /07.11.2022
Harta:

Print Date /07.11.2022

Jata:

Print Date /07.11.2022
Jlara:

=
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CERTIFICATE OF ANALYSIS

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

CEPTUD®HKAT AHAJIM3A  www.drreddys.com

[Product : Ibuclin Express (Ibuprofen+Parac€tamol), powder for oral solution, 400 mg + 325 mg
IIpoayxr Hoyknuu® Ixkenpece (ubynpoden + napaneramo), N0POLUIOK AJIs IPHIOTOBJEHHSI

] pacTBopa AJs npueMa BHYTpb, 400 mr+325 mr

Batch No. / : V2202258 Batch Quantity / : 253160.00 units /
Cepus Ne Obdbem naprun 253160.00 emiiHnu
Analytical Report No. / : 890001625845 Date of Analysis / : 07.11.2022
AHanuTHYecKHIl oTyeT No JdarTa aHanuza -
Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024

JlaTa npou3BOACTBA T'omen go

Analysis performed according ND / Anaau3 nposeaen mo H/I: JIII-007239-300721

Ne | Test / Ilokaszaresn
| 5 [dentification / HopnMHHOETH
A) by HPLC / B2XKX
— Ibuprofen / uoynpoghen

— Paracetamol / napauemamon

B) by HPLC-UV / BOXKX-Y®

| — Ibuprofen / ubynpoghen

— Paracetamol / napayemamon

Result / Pe3yabTaThbl

Specification / Hﬂ)ﬁ

The retention times of the main peaks in the
chromatograms of test solutions should
correspond to those in the chromatograms of

Complies / reference  standards solution (Assay
CoOOTBETCTBYET section). / Bpems yaepXxUBaHHS OCHOBHBIX
NUKOB Ha XpoMmaTrorpamMmax MCIbITYEMbIX

pacTBOPOB  JOJDKHBEI ~ COOTBETCTBOBATH

BpeMeHaM YACPKUBAHUS

COOTBETCTBYIOIIMX OCHOBHBIX [MHKOB Ha

XpoMaTorpaMmax pacTBOpa CTaHAAPTHhIX

00pa3LoB (pa3zmen «KonuuectBeHHoe

- - oTipeJieNIieHue»).

When carrying out the "Assay" test, the

UV spectra of the test solutions should

Complies / correspond to those of ibuprofen and
CooTBeTcTBYET paracetamol standard solutions. / Ilpu
npoBegeHuu  tecta  «KonudecTBeHHoe

onpeneneHney» Y ®-CIEKTPbl HUCHBITYEMBIX
pPacTBOPOB JOMDKHBI COOTBETCTBOBaTh Yd-
CIeKTpaM CTaHJAPTHBIX pacTBOpoOB
nbynpodeHa u napaueramona.

Remarks : The Product confirms to ND/

IIpumeuanme: [IpogykT cooTBeTcTBYET TpeboBaHusM HJJ

3axaio

Conclusion : APPROVED /

yenue: OJJOBPEHO

Prepared by / Naresh Kumar
IloarorosieHo:
o,

Checked by / Pardeep Kumar

IlpoBepeHo: oﬁ/

Approved by: Manaker/Exgcutive / Abhishek
Chauhan ( :\0
OnobpcHo: McHemkep / PyrosoauTtes

Print Date /07.11.2022
Jara:

Hara:

Print Date /07.11.2022

Print D
JHara:

ate /07.11.2022

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

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg

IIpoaykr Ho6ykaun® Dxenpece (udynpoden + napaueramod), HOPOLIOK st NPUIOTOBICHMS
pacTBopa Aas npueMa BHYTpb, 400 mr+325 mr

Batch No. / 1 V2202258 Batch Quantity / : 253160.00 units /

| Cepus No O6bemM NapTHH 253160.00 eqiinny

Analytical Report No. / : 890001625845 Date of Analysis / : 07.11.2022

A”anuTuueckHuii order Ne JlaTa anajnza -

Date of Manufacture / : Oct-2022 Date of Expiry / ¢ Sep-2024

JaTa npousBoacTBa I'onen 0 -

Analysis performed according ND / Ananu3 nposeaex no HJI: JIII-007239-300721

Specification / Hopma
Particle size less than 2 mm — not less
than 95 %; / Uactuu pasmepoM MeHee 2 MM
— He MeHee 95 %;
Particle size less than 0.25 mm - not less
than 60 %. / yacTHULl pa3sMepoM MeHee
0,25 mM — He meHee 60 %.

Ne Test / HﬂcaﬁT?m) Result / PesyabTaThi
6 |Particle size / Pazmep uacTun 100 %

95 %
7 Water / Bopa 5.0%

Not more than 8.0 % w/w. / He 6onee 8,0 %.

8 |Related substances /
'PojcTBEHHbBIE OpUMecH

- tbuprofen / ubynpodghen

Less than LOQ

- paracetamol / napauemamon

0.01%)

Less than LOQ (LOQ:0.04%)

Below limit of Detection (LOD:

BDL(Below Disregard area 6038)

Individual unidentified impurity - not more
than 0.15 %. / EnuHn4Has
HeupeHTHUIMPOBaHHAS IPHMECH - HE
6onee 0,15 %.

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

Impurity K - not more than 0.15%. /
[Tpumeck K - He 6onee 0,15 %.

Individual unidentified impurity - not more
than 0.10%. / EnunuuHas
HeuaeH T ULIUPOBAHHAS IPUMECH - HE

Remarks : The Product confirms to ND/
IIpumeyanme: I1poaykT cooTeTCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Naresh Kumar | Checked by / Pardeep Kumar

[ToprorosneHo: ITporepeno: c}f;(

Chauhan
OuubpeHo: MeHekep / Dy i

Approved by: Mana %rXExecS{ive / Abhishek

BULIIICIDb

Print Date /07.11.2022
Jata:

Print Date /07.11.2022
Jlara:

Print Date /07.11.2022
Jarta:
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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

CEPTUDUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT H6ykaun® Ixenpece (uGynpoden + napaneTamod), NOPOLIOK AJIsi TPUTOTOBJIEHHsl

pacTBopa 01 MpHeMa BHYTPb, 400 mr+325 Mr
Batch No. / 1 V2202258 Batch Quantity / "+ 253160.00 units / ‘
Cepusa Ne O0pem napTun 253160.00 eanuny
Analytical Report No. / : 890001625845 Date of Analysis / : 07.11.2022
AnasurHyeckuit oryer Ne JaTa ananmusa B -
Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
JaTa npon3BoACTBA T'onen no |
Analysis performed according ND / Anaan3 nposeaer no HJ: JITI-007239-300721

Result / Pe3yabTaTsl

o [ Test / Ioka3aTenn
i
|

BDL

9 'Uniformity of dosage units /
OpHOpOHOCTH A03HPOBAHUS

- tbuprofen / ubynpogen

- paracetamol / napayemamon

1.8

1.8

' 10 | Microbial limits /
MukpoGHoJOruyecKas YucToTa

NIL CFU/g

NIL CFU/g

Absent

Bonee 0,10 %.

Specification / Hopma

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

I Acceptance value (AV) should not be more
[than 15.0. / ITokazatens npueMIieMOCTH
[ (AV) momxen 6bITh He 6onee 15,0.

; Acceptance value (AV) should not be more
than 15.0. / [Toxa3zarens npueMaeMOCTH

| (AV) nomxeH 6piTh He bosee 15,0.

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

OG1ee YMCIIo a3pOOHBIX MUKPOOPTaHU3MOB
- He 6onee 1000 KOE/T.

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

O0uiee YuCIo JOPOKKEBLIX H IUIECHEBBIX
rpudos - He 6onee 100 KOE/r.

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

Remarks : The Product confirms to ND/

[ pumeuanne: [TponykT cooTBeTcTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Naresh Kumar

INoarorosneHo: @/
2

Checked by / Pardeep Kumar

IIposepeno: ﬁ

Approved by: Mandger/Executive / Abhishek
Chauhan \)
OnoGpeno: Meneniep / Pykbponntent

Print Date /07.11.2022
Jlara:

Jara:

Print Date /07.11.2022

Print Date /07.11.2022
Hara:
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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‘..o Dr. Reddy's Laboratories Ltd.
’ @ - .
Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1e|: +91 98166 56001-02
CEPTUOUKAT AHAJIU3A www.drreddys.com

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Opoayxr : Hoykaun® Dkcnpecce (udbynpoden + napaneraMmost), NOPOMIOK ANt NPHIOTOBAEHUS
| pacTBoOpa AJist npHeMa BHYTpPb, 400 mr+325 mr

Batch No. / : V2202258 Batch Quantity / 1 253160.00 units /
Cepuis Ne Oo6beM nmapTun 253160.00 enununy,
Analytical Report No. / : 890001625845 Date of Analysis / : 07.11.2022
AHaNINTHYECKHH oTyeT No Jarta apanuza

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024

JaTta npouseoacrea INogeu no

Analysis performed according ND / Anaau3 nposegen no HJI: JII1-007239-300721

— ] e

11 | Assay /  KonuuecrBenHoe |

onpeaeneHue |
- ibuprofen / ubynpodgen 398.8mg (99.7 %) 360.0 mg to 440.0 mg of Ci3sHi0:|
398.8mr (99.7%) (ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 10 440,0 mr
CisHisO> (ubynpoden) (or 90,0 % no
110,0 % oT HOMMHANIBHOTO CONEpKaHUs) B
OIIHOM NaKETHKeE.
|
- paracetamol / napayemamon 321.9 mg (99.0%) 2925 mg to 357.5 mg of CgHoyNO,
‘ 321.9 mr (99.0%) (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr 10 357,5 Mr
‘ CsHoNO» (mapaneramon) (or 90,0 % 5o
110,0 % OT HOMUHANBHOFO COZEPXKAHHS) B
‘ OJTHOM TTaKeTHKe.
| |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cootsercTayeT TpeGoBanuam HJT 3axkmoyenne: OJOBPEHO
Prepared by / Naresh Kumar | Checked by / Pardeep Kumar Approved by: Mapnager/Executive / Abhishek
Ioarorosnero: . IIposepeHo: Chauhan ' :
63// C"ﬁ_f Onofipenia: Meueiep / Pykogogurenk
Print Date /07.11.2022 Print Date /07.11.2022 Print Date /07.11.2022
Hara: Jara: Hara:
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-007239-300721

CEPTUOHKAT AHAJIU3A www.drreddys.com

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoaykr Hoykauu® Dxenpece (udynpoden + mapaueramMmot), HOPOIIOK AJist IPHTOTOBJIEHHSI

pacTBOpa sl IpHemMa BHYTpb, 400 mr+325 mr
Batch No. / : V2202258 Batch Quantity / : 253160.00 units /
Cepus Ne O0bem napTrHu 253160.00 ennnuy,
Analytical Report No. / : 890001625845 Date of Analysis / : 07.11.2022
|AHanuTH4ecKHii oTyer Ne JaTta anaju3a - -
Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
JlaTa npou3BoACTBA TI'ogen no

12 |Package / YnakoBka

13 |Labeling / MapkupoBka

14 |Storage conditions /

Xpanenue

| 15

Shelf life / Cpoxk rognocTn

12 years. / 2 roaa.

5 gin a sachet of a combination
material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B
| IakeTHKe U3
KOMOMHWPOBAHHOTO
MaTepuana (1aMHUHUPOBAaHHAs
6ymara/[IDHI/antomiHuesas

donsra/[12HII). ITo 6
MaKeTHKOB BMECTE c
HHCTPYKUMEH no
TIPUMEHEHHIO B nauky
KapTOHHYIO.

According to ND. / B cootsercteuu ¢ HJI.

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./ITo5rs
MaKeTuKe u3 KOMOMHHUPOBAHHOTO
martepuana (naMuHKMpOBaHHas
oymara/[13HI/antomunueBas
donera/TIDHIN. Ilo 6 wi 9 nakeTHkos
BMECTE C MHCTPYKLHEH MO NMPHUMEHEHHIO B
1a4Ky KapTOHHYIO.

Store below 25 °C. / ITpu Temnepatype He Boitue 25 °C.

Remarks : The Product confirms to ND/
IMpumeuanue: IIpogyKT cOOTBETCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Naresh Kumar

IlonrorosieHoO: 3
(K

—

Checked by / Pardeep Kumar

[IpoBepeno:
=l

Chauhan

Opobpeno: Menemwxep | P

Approved by: Manﬁﬂfﬁ‘ cutive / Abhishek
. T’KoBomrrenb

Print Date /07.11.2022
Hara:

Print Date /07.11.2022
Jarta:

Print Date /07.11.2022
Jarta:
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