!.‘ Dr. Reddy's Laboratories Ltd.
/ @ Formulation Unit-6
Dlr‘ Reddy S e Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHD®UKAT AHAJIM3A www.drreddys.com

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

Hpoayxt : H6ykmun® dxenpece (nynpoden + napaueramod), nOpOLIOK Als NPHIOTOBAEHUS

pacTsopa AJisi IpuemMa BHYTPb, 400 mr+325 mr

Batch No. / : V2201375 ' Batch Quantity / : 25870.00 units / 25870.00

Cepusi Ne O06bemM NapTHH eaMHuL

Analytical Report No. / : 890001602216-1 Date of Analysis/ : 26.07.2022

AHanuTnyecknii oTuer Ne JlaTa ananusa

Date of Manufacture / : JUL. 2022 Date of Expiry / : JUN. 2024

JlaTa npou3BojcTBa Tonen no

Analysis performed according ND / Ananu3 nposeaen no HJI: JITI-007239-300721
| M | Test / [lokasaTes Result / Pe3y/ibTaTh! Specification / Hopma ‘4
1 |Description / Onncanue White powder, with| White to off-white powder, with a

characteristic odour. /| characteristic odor. / Ilopowox ot 66nor0:
[Mopowiok 6enoro uBeta c| A0 MOYTH Oenoro LBeTa, ¢ XapaKTEPHbIM |
XapaKTepHbIM 3aMnaxoM. 3arnaxom.
XapaKTepHbIM 3aMaxoM.

2 Reconstituted solution / Complies | Colourless solution with a characteristic
BoccTaHoBIeHHBIH pacTBOD odor shall be observed, may have small

| amount of suspended particles. /

- appearance / onucanue | BecuBeTHbIii pacTBOp C XapakTEpHBIM

338.1'13)(0M, C BO3MOXHBIM COIEpXKaHHEM
iHC6OJ'lbl.LIOI‘O KOJIMYeCTBa B3BEULIECHHBIX

! | | yacTul, -
- Color of the solution / Complies / Color intensity of the solution does not
ygeemHochn CoOTBETCTBYET exceed color intensity of reference standard

Bo. / PacTBOp moykeH ObliTh OKpalleH He
6onee MHTEHCHBHO, YeM ITaJIOH Bo. |

3 fDissolution time / 03 minutes 13 seconds Not more than 5 min. / He 6Gonee 5 MuH.
| Bpems pacTBOpeHHS o ~
4 |pH of solution / pH pacTBOpa 6.7 5.8t07.8./0t15,8 no7,8.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumedanue: [Ipoaykr cootBeTcTBYET TpeboBanusm HJJ 3akmouenne: OJOGPEHO
Prepared by / Ramakant Checked by / Santosh Kumar Approved by: Manager/Executive / Kusum Lata
[Toarotoraeno: ; , ! Maurya e Opnobpeno: Menemxep / PykopoanTes
f ﬂ/ e B
&Qg}n\x—d ITpoBepeHo: S?r\v =
Print Date /26.07.2022 Print Date /26.07.2022 Print Date /26.07.2022
Jara: Iara: Hara:

Registered Office: 8-2-337, Road Np. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



.‘ Dr. Reddy's Laboratories Ltd.

9 @ Formulation Unit-6

Dr. Reddy S !.. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDUKAT AHAJIM3A www.drreddys.com

Product : Ibuclin Express (Ibuprofen+Paracetiamol')', powder for oral solution, 400 mg + 325 mg
IIpoaykr : H6ykana® dxenpece (nSynpoden + napaueramod), NoOPoOLIOK AJs NPATOTOBJIEHUS
pACTBOpA AJisi pHeMa BHYTPb, 400 mr+325 mr

Batch No. / 1 V2201375 Batch Quantity / : 25870.00 units / 25870.00
Cepus Ne O0bem napTuu eqMHHL,

Analytical Report No. / : 890001602216-1 Date of Analysis / : 26.07.2022
AHaJUTHYECKHH oTUYeT No ’ JlaTa ananusa . B
Date of Manufacture / : JUL. 2022 Date of Expiry / : JUN. 2024

JaTa npou3BOJCTBA Tonen no

Analysis performed according ND / Anasu3 nposenen mo HJI: JIII-007239-300721

[ Ne | ~ Test / Tlokasarenn  Result / PesyabTatel | Specification / Hopma
5 |Identification / llopnuuHoCTH | The retention times of the main peaks in the |
|chromatograms of test solutions should,
)y ELC 7 RIS correspon%lrto those in the chromatograms of
— Ibuprofen / ubynpogpen Complies / reference  standards solution (Assay
CooTBeTCTBYET section). / BpeMs yaep»HBaHHs OCHOBHbIX
— Paracetamol / napayemamon MHUKOB Ha XPOMATOrpaMMax MCTIBITYeMBIX
pacTBOpPOB  JOJDKHBl  COOTBETCTBOBATH
BpEMEHaM YIAEpXKHBAHHUSA
COOTBETCTBYIOILMX OCHOBHbIX TMKOB Ha
XpoMaTorpamMMax pacTBopa CTaHZAPTHBIX
obpazuos  (paspen  «KonuuecTBeHHOe
| onpenesieHyen). 3 _
{B) by HPLC-UV / BOXXX-Y® When carrying out the "Assay" test, the
‘ UV spectra of the test solutions should
—~ Thuprofen /ufiprpodien Complies / correspond to those of ibuprofen and
— Paracetamol / napayemamon | CoOTBETCTBYET paracetamol standard solutions. / Ilpu

nposenerun  tecta  «KonuyecTBeHHOE
onpeneneHue» Y®-CekTpbl HCIBITYEMBIX
pacTBOPOB HOJDKHEl COOTBETCTBOBATH Y-
cheKkTpam CTaHIAPTHBIX pacTBOpoB
ubynpocdeHa u napaleramona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: IIpoayxT coorBercTByeT TpeboBanusm HI 3axmiouenne: OJIOGPEHO
Prepared by / Ramakant Checked by / Santosh Kumar Approved by: Manager/Executive / Kusum Lata
[ToproToBnexo: Maurya it OnobpeHo: Meremxep / PykoBoanTens
@m ok & [TpoBepeHo: 2 Wil < Q\%(_\}G",/
Print Date /26.07.2022 Print Date /26.07.2022 Print Date /26.07.2022
JHarta: Jara: Jlara:
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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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoayxtr : H6ykaun® Ixcnpece (6ynpoden + napaueramo), NOPOIIOK st IPUTOTOBIEHUS
pacTeopa AJsi NpHeMa BHYTpPb, 400 mr+325 mr

Batch No. / : V2201375 Batch Quantity / : 25870.00 units / 25870.00
Cepus Ne OobeM MapTHH enMHUL,
Analytical Report No. / : 890001602216-1 Date of Analysis / : 26.07.2022
Anaantu4ecknii oTyer Ne JlaTa apannsa
Date of Manufacture / : JUL. 2022 Date of Expiry / : JUN. 2024
JlaTa npou3BoJCTBA Topen no
Analysis performed according ND / Anann3 nmposeaen no HJI: JITT-007239-300721

Ne Test / TlokazaTenb Result / PesyabTaTsl _ Specification / Hopma |

6 |Particle size / Pasmep yacTHI

7 :Water / Bopa

100 %

92 %

4.9 %

~ | Not more than 8.0 % w/w. / He Gonee 8,0 %.

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 %. / yacTuL pa3MepoM MeHee

0,25 MM — He meHee 60 %.

8 |Related substances /
PopcreeHHbIe IPUMECH

- ibuprofen / ubynpodge

- paracetamol / napayemamon

BDL (Disregard Area 12172)

BDL

Below limit of Detection (LOD:
0.01%)

BDL(Disregard area 8§700)

Individual unidentified impurity - not more
{than 0.15 %. / Enunu4Has
HeUEHTHDUUMPOBaHHAs IPUMECh - He
|6onee 0,15 %.

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

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

Individual unidentified impurity - not more
than 0.10%. / Exnnnunas

HeHIleHTH(lealOBaHHaH TNpHUMECH - HE

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [IponykT cooTBeTcTBYET TpeboBannam HJJ 3axaoyenne: OJIOBPEHO
Prepared by / Ramakant Checked by / Santosh Kumar Approved by: Manager/Executive / Kusum Lata
ITonrorosieHo: Maurya ) < Onobpeno: Mexemkep / RykoBoanTtens
W ITpoBepeHo: @1{}) A\
..4-\(
Print Date /26.07.2022 Print Date /26.07.2022 Print Date /26.07.2022
Jara: Jara: Jara:
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Dr. Reddy's Laboratories Ltd.

@
9 ". Formulation Unit-6
Dr’ Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +491 98166 56001-02

CEPTHPHKAT AHAJII3A www.drreddys.com
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : U6yxann® Ixcnpece (HGynpoden + napaneTamon), NOPOLIOK AJist IPUTOTOBIEHHS

pACTBOPA VIR OpHEMA BUYTDE, 400 Mr+325 mr

Batch No. / : V2201375 Batch Quantity / : 25870.00 units / 25870.00
Cepus Ne Qobem napTHu €A1HHL
Analytical Report No. / : 890001602216-1 Date of Analysis / 1 26.07.2022
AnajsurHyecknii oryeT No Jara ananusa o
Date of Manufacture / : JUL. 2022 Date of Expiry / : JUN. 2024
JlaTa HpoH3BOACTBA T'ogen 1o
Analysis performed according ND / Ananus nposejen mo HJ: JIM-007239-300721

LN | Test / TlokasaTtenn Result / Pe3yabTaThl Specification / Hopma ]
‘ oonee 0,10 %.
BDL Total impurities - not more than 0.5%. /

Cymma npumeceii - He 6onee 0,5 %.

9 |Uniformity of dosage units /

OaHOpOIHOCTL J03HPOBAHHS

|- ibuprofen / ubynpogen 7.1 | Acceptance value (AV) should not be more
‘ than 15.0. / Tlokazarens npHeEMIEMOCTH
(AV) nomxen 6bITh He Gonee 15,0.

|
|

. paracetamol / napauemanon 6.2 Acceptance value (AV) should not be more
than 15.0. / [TokasaTens NPUEMIIEMOCTH
] B (AV) nomxeH 6biTh He 6onee 15.0.
10 | Microbial limits /
MukpobHooruyeckas YHCTOTA NIL CFU/g a) Total aerobic microbial count - not more
than 1000 CFU/g. / ‘
{O61uee YHCN0 adPOBHBIX MUKPOOPTraHM3MOB |
- ne 6onee 1000 KOE/Tr.
b) Total combined yeasts and mould - not
NIL LEU/g more than 100 CFU/g. /
OOLEEe YKMCIIO APOXOKEBBIX M TIECHEBBIX
rpiSoR - He Gonee 100 KOE/r.
Absent ¢) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyrcTBue B 1 T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT coorsetcTyeT Tpebosanysay HI 3axiouenne: OJJOSPEHO
Prepared by / Ramakant | Checked by / Santosh Kumar Approved by: Manager/Executive / Kusum Lata
TMoprorosieno: 4\ ‘/Ju Maurya W OnoGpeno: Menemxep / Pykosoireb
Awlh@ ‘ IIpoepeHo: NN\~
~ ‘\ %’5\.‘ -
Print Date /26.07.2022 Print Date /26.07.2022 Print Date /26.07.2022
Hata: Hara: Hara:
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!.‘. Dr. Reddy's Laboratories Ltd.
S @ Formulation Unit-6
Dlr' Reddy S o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIU3A www.drreddys.com
[Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : Hoéykaun® Ixenpece (ubynpoden + napaueramo.), MOPOIMOK Al MPHIOTOB/EHHs!

pacTBopa sl npHemMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2201375 Batch Quantity / : 25870.00 units / 25870.00
Cepusa Ne O0bem mapTuu eMHHL
Analytical Report No. / : 890001602216-1 Date of Analysis / : 26.07.2022
AHaJHTHYeCKHH oTyeT No JaTa anajansa
Date of Manufacture / : JUL. 2022 Date of Expiry / : JUN. 2024
Jara npou3BoacTBa Topen no
Analysis performed according ND / Anasu3s nposeged mo HJI: JII1-007239-300721

11 | Assay / KonuuecTBeHHOE
onpepeseHHe
- ibuprofen / ubynpodgen ; 395.6 mg (98.9 %) 360.0 mg to 440.0 mg of C;3H;302
i 395.6 mr (98.9 %) | (ibuprofen) (90.0 % to 110.0 % of label
 claim) per sachet. / Ot 360,0 Mr 10 440,0 mr
3, Ci3His02 (ubympoden) (ot 90,0 % no|
] 110,0 % OT HOMMHANBLHOIO CONEPIKAHUS) B |
OJHOM TIaKeTHKe.
- paracetamol / napayemamon 323.6 mg (99.6%) 2925 mg to 357.5 mg of CgHoNO,
323.6 Mr (99.6%) (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr n0 357,5 mr
CgHoNO» (mapaueramon) (ot 90,0 % mo
110,0 % OT HOMHHAJIEHOTO COAEPXKaHUs) B
OJIHOM MaKeTHKe. ;
J
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanuam HIT 3axmouenne: OJOBPEHO ;
Prepared by / Ramakant Checked by / Santosh Kumar Approved by: Manager/Executive / Kusum Lata ;
HOL[FOTOBHCHO;,F Moot _9 Maurya It Onobpeno: Menemxep / Pykesoauresns J‘
L«}\“Ud‘:}:f/ TIposepeno: ( -\-‘;}\}" - |
Print Date /26.07.2022 Print Date /26.07.2022 Print Date /26.07.2022
Jara: Jlara: Jara:
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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

CEPTUDUKAT AHAJIU3A www.drreddys.com
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr : M6éykaun® Dxenpece (nGynpoden + napaneramo), NOPOLIOK Asl IPHIOTOBIICHHUS
pacTBopa Jisi npuemMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2201375 Batch Quantity / : 25870.00 units / 25870.00
Cepust Ne O0bem napTun €AMHNL
Analytical Report No. / : 890001602216-1 Date of Analysis / : 26.07.2022
AnanuTH4Yecknii oT4yeT Ne JlaTa ananunza
Date of Manufacture / : JUL. 2022 Date of Expiry / : JUN. 2024
JaTta npou3BOACTBA Tomen mo

Analysis performed according ND / Anaau3 nposeaen no HJI: JITI-007239-300721

| 12  Package / Ynakoska

5 g in 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
NaKeTHKe u3
KOMOHMHUPOBAHHOIO

| MaTepuana (JIaMUHUpPOBaHHAs
| 6ymara/[ITOHII/antomnnueBas

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. /ITo5rB
NaKkeTHKe u3 KOMOHWHMPOBaHHOIO
matepuana (1amuHKpoBalHas
6ymara/[19HI1/antoMuHueBas
donbra/TIDHIT). TTo 6 unu 9 nakeTHKOB
BMECTe C MHCTpPYKLHell M0 NPUMEHEHHIO B
navyky KapTOHHYIO.

¢onsra/[TOHII). [lo 6
HaKETHKOB BMeECTE c
HHCTPYKLUHEH no
HNpHUMEHEHUIO B naky
S JADTOMHYIO., & . . L
13 |Labeling / MapxkupoBka According to ND. / B coorsetrcTuu ¢ HJI.
14 [Storage conditions / Store below 25 °C. / TIpn Temneparype e sbitue 25 °C.
‘ XpaHnenne
15 |Shelflife / Cpox roasocTn 2 years./2 roga.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipopykt coorBeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Prepared by / Ramakant Checked by / Santosh Kumar Approved by: Manager/Executive / Kusum Lata

IToxproroByeHo: Maurya y ¢ Onobpero: Menemiep / Pykosogurens
[IposepeHo:  * }/\i&//

Print Date /26.07.2022 Print Date /26.07.2022 Print Date /26.07.2022

Harta: JlaTa: Hata:
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLC004507
www.drreddys.com




