Dr.Reddy’s “:‘.’

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIU3A

ponyxr

www.drreddys.com

Product : Ibuclin Exp_ress (Ibuprofen+Paracetamol), powder for oral solution, 400 mg +325 mé N
Uoywenun® Dxenpece (nOynpoden + napaneTamodt), HOPOWOK AJisi NPHIOTOBJIEH NS
pacTBopa iJis npHemMa BHYTpb, 400 mr+325 mr

Batch No. /
Cepus Ne

: V2202081

Batch Quantity /
Oobem napTun

: 253160.00 units /
253160.00 enuHuL

Analytical Report No. /
AudanuTHuyecKHui oTyer Ne
Date of Manufacture /
Jata mpou3BoAcCTBa

: 890001621462

: Sep. 2022

Date of Analysis /
JlaTa aHaJiu3a

: 17.10.2022

Date of Expiry /
I'onew no

: Aug. 2024

Analysis performed according ND / Anasu3 nposeaes no H/I: JII1-007239-300721

Test / [loka3ateib

C i)
Description / Onucanue

| 1

|
,
| l
z
.
r

 White

Result / PesynbTathl |

Specification / Hopma

powder, with
characteristic odour. /
[Nopowokx 6enoro 1BeTa ¢
XapaKTepHbIM 3aMaxoM.

XapaKTEPHBIM 3allaxOoM.

2 Reconstituted solution /

White to off-white powder, with a
characteristic odor. / Tlopowok ot 6esoro
0 no4TH 6enoro LBeTa, C XapaKTepHbLIM

| 3anaxom.

" |- Color of the solution /
YsemHocHib

Complies Colourless solution with a characteristic
| BoccTaHOBIEHHBIH pacTBOP | odor shall be observed, may have small
’ amount of suspended particles. /
- appearance / onucaxue ' BecupeTHbIi  pacTBOp € XapaKTepHbIM

| 3aMaxoM, C BO3MOXHBIM COAEpXKaHHEM

HeOONBIIOr0  KOJIMYECTBA  B3BELIEHHbBIX

YaCTHLL M B

Complies / |Color intensity of the solution does not
CooTBeTcTBYET | exceed color intensity of reference standard

| Bo. / PacTBOp nomkeH ObiTb OKpalleH He
Gosee HHTEHCHBHO, YeM 3TanoH Bo.

3 |Dissolution time /
| Bpemsi pacTBOpeHHsI
4 | pH of solution / pH pacTBopa

01 minute 12 seconds

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

741

5.8t07.8./015,8 no7,8.

Remarks : The Product confirms to ND/

ITpumeuaHnune: [Tponykt coorBeTcTBYeT Tpeboanusim HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Pravesh Rana
[ToATOTOBJIEHO: '

2
0

Checked by / Naresh Kumar
IIpoBepeHo:

&

Approved by: Manager/Executive / Manoj Kumar
Opnobpeno: Menemxep / Pyxopoaytens

&l\ &1} i (

Print Date /17.10.2022
JHara:

Jara:

Print Date /17.10.2022

Jara:

Print Date /17.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydzizhad - 500024, Telangans, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLC0O04507
www.drreddys.com



‘.o Dr. Reddy's Laboratories Ltd.

Y °® Formulation Unit-6

Dr' Reddy S La Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTUDUKAT AHAJIU3A www.drreddys.com

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

Hpoaykr : Wéyxknun® Dxenpece (uGynpodeH + napaueramosn), NOPONIOK /sl IPHIOTOBJIEHHS]
pacTBOpa AJsI npHueMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2202081 Batch Quantity / : 253160.00 units /

Cepus Ne Odnem napTHH 253160.00 equunL

Analytical Report No. / : 890001621462 Date of Analysis / : 17.10.2022

AHanuTHueckmii oTyeT Ne Hara apanusza -

Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024

JlaTa npou3BOACTBA I'onen oo

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

Ne | Test / Tlokazarens | Result/Pesyastatei | Specification / Hopma

5 [Identification / TopnuHHOCTEH | The retention times of the main peaks in the
chromatograms of test solutions should

) by HPLC/ BIKX correspond to those in the chromatograms of

— Ibuprofen / ubynpogen Complies / ‘reference  standards  solution  (Assay

‘ CooTBeTcTBYET | section). / Bpems ynepuBaHMs OCHOBHBIX

~ Paracetamol / napavemamon | MHKOB HAa XPOMATOTPaMMaX MCIbITYEMbIX
pacTBOpPOB  JOJDKHbI ~ COOTBETCTBOBATh

BpeMeHaM YOEpXKHUBaAHHS

COOTBETCTBYIOLIMX OCHOBHBIX [IHKOB Ha|
XpoMaTorpaMMax pacTBOpa CTaHIApPTHbIX
obpasuoB  (paspen  «KonuyecTBeHHOE |

o - onpefeneHue). s
'B) by HPLC-UV / BOXKX-Y® When carrying out the "Assay" test, the
. UV spectra of the test solutions should
= Duprofen/ ubynpoien Complies / correspond to those of ibuprofen and
\— Paracetamol / napayemamon CooTBeTcTBYyET paracetamol standard solutions. / Ilpm

’ 'mposefenun  Tecta  «KonuuectBeHHOE
4 onpeneneHne» Y®-ceKTpbl HCHBITYEMBbIX
| pacTBOPOB JIOJDKHBI COOTBETCTBOBATH Y ®-
| CIeKTpam CTaHIapTHBIX PacTBOpPOB
| ubynpocdeHa u napaueramona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: [Ipoaykt coorsercTByet TpeboaHusam HJJ Sakmouerue: OJOBPEHO
Prepared by / Pravesh Rana Checked by / Naresh Kumar Approved by: Manager/Executive / Manoj Kumar
IToarorosnexo: {; IIpoBepeHo: C Onobpeno: Menemkep / PykoBonurens
o z;\ /l:,l/ (\\\) w
Print Date /17.10.2022 Print Date /17.10.2022 Print Date /17.10.2022
Hara: IlaTa: Iara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyc!crahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaail: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



De
Dr.Reddy’s Q¢

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

CEPTUPHKAT AHAJIU3A www.drreddys.com

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg o
Npoxyxr : Hoykaun® Dxcmpece (nbynpoden + napaneTamon), HOPOLIOK [ist NPHTOTOBIEHHA

pacTBOpa AJisi IpHuemMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2202081 Batch Quantity / : 253160.00 units /
Cepust Ne Oobem napTHH 253160.00 enyHny
Analytical Report No. / : 890001621462 Date of Analysis / : 17.10.2022
AnanuTHuecKkuii oTyer Ne JaTa ananuza
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
JaTa npou3BoJcTBA T'onen mo

Analysis performed according ND / Ananus nposesen no HJI: JITI-007

239-300721

Ne | Test/ HOI:C_QS_&L’I'S._TI__E 77777 | Result / PesyabTaThi Specification / Hopma |
6 |Particle size / Pasmep wacTun } 100 % Particle size less than 2 mm — not less
i than 95 %; / Yactuy pasmepoM MeHee 2 MM
‘ | — He meHee 95 %);
94 % Particle size less than 0.25 mm — not less
than 60 %. / yacTuL pasMepoM MeHee
10,25 mm — He meHee 60 %.
| 7 |Water / Boga 5.0% Not more than 8.0 % w/w. / He Gonee 8,0 %.
|
| 8 [Related substances / §
! PoncTBenHble IPUMeECH
- ibuprofen / ubynpogen Less than LOQ (LOQ:0.04%) |Individual unidentified impurity - not more
than 0.15 %. / Eaunnunas
HeWeHTHHUMPOBaHHAs NPHMECH - HE
Less than LOQ 6onee 0,15 %.

Below limit of Detection (LOD: |
0.01%)
BDL(Below Disregard area 7839)

- paracetamol / napayemamon

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

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

Individual unidentified impurity - not more
than 0.10%. / EnuHuuHas
HeuneHTHQULMPOBaHHAS IPUMECH - HE

Remarks : The Product confirms to ND/
Mpumeuanme: [Ipoaykt coorBeTcTByeT TpeboBanuam HJT

Conclusion : APPROVED /
3axmiouenune: OJIOBPEHO

Prepared by / Pravesh Rina Checked by / Naresh Kumar Approved by: Manager/Executive / Manoj Kumar
IToarotosneHo: / IposepeHno: ﬁ Opobpeno: Menemxep / PyxoBoauress
(g fal
Print Date /17.10.2022 Print Date /17.10.2022 Print Date /17.10.2022
Jara: JlaTa: Hara:

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

CIN: L85195AP1984PLCOO4507
www.drreddys.com




Dr.Reddy’s ‘f:‘.

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 AHAJIM3A

Ibuclin Express (lbuprofen+l’aracetamoi), pi);der for oral solution, 400 mg + 325 mg

www.drreddys.com

e

OI(HOpO}]HOCTb AOo3MPOBaAHMS

i~ ibuprofen / ubynpodgen

- paracetamol / napayemamon

Microbial limits /
| MuxpoGuoJsioruyeckasi Y4HCTOTA

4.4

3.8

NIL CFU/g

NIL CFU/g

Absent

Product
IponykT Moyxaun® Ixenpece (nOynpodes + napaneramost), NOPOMOK AJs NPHIOTOBJICHHUS
pacTBopa AJisg npueMa BHYTpb, 400 mr+325 mr

Batch No. / : V2202081 Batch Quantity / : 253160.00 units /

Cepus Ne O0beM naptiiu 253160.00 connmny,

Analytical Report No. / : 890001621462 Date of Analysis / : 17.10.2022

Aunaautuuecknii order Ne i JlaTa ananusa

Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024

JlaTa mMpou3BOACTBA Tonen go

Analysis performed according ND / Anaaus nposesaen no HJL: JI-007239-300721

N | Test / Iloxazatenn Result / PesyanTaTel Specification / Hopma ;

‘ Below Disregard Limit  6onee 0,10 %. |
Total impurities - not more than 0.5%. / |
Cymma npumeceit - ne 6onee 0,5 %. ’
9 Uniformity of dosage units /

Acceptance value (AV) should not be more
than 15.0. / TToka3aTenb NpueMJIEMOCTH
(AV) nosxeH 66ITh He 6onee 15,0. i

Acceptance value (AV) should not be more
lthan 15.0. / Tloka3aTens NpHeMIIEMOCTH
| (AV) nomxeH 6b1Tb HE Gonee 15,0.

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

{O01ee 4Ucno a3pobHbIX MUKPOOPraHM3MOB
- He Bonee 1000 KOE/T.

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

OO0ulee YUCNO APOXOKEBBIX M IIIECHEBLIX
rpnGos - e 6onee 100 KOE/r.

¢) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyTcTBre B 1 T.

Remarks : The Product confirms to ND/
Ipumeuanune: [IponyxT coorBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akawuenue: OJJOSPEHO

Prepared by / Pravesh Rana
[TonrotoBneHo: /

T

Ipoaepero:

Checked by / Naresh Kumar

G

Approved by: Manager/Executive / Manoj Kumar

Onobpeno: Menemxep / PykoBoauresb

o

Print Date /17.10.2022
Jara:

Jara:

Print Date /17.10.2022

Print Date /17.10.2022
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email:

mail@drreddys.com

CIN: L85195AP1584PLC0O04507

www.drreddys.com



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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

[Product IbuclinE—xp_ress (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
MpoayxT Moyknun® Dxenpece (uGynpoden + napaueramos), NOPOLIOK At IPHTOTOBJICHHSI
pacTBopa AJsi NpHemMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2202081 Batch Quantity / : 253160.00 units /
Cepus No Odbem napTiu 253160.00 ennunu
Analytical Report No. / 890001621462 Date of Analysis / : 17.10.2022
AuanuTuueckHii oTyeT Ne Jarta ananu3a
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
JlaTa npoM3BOACTBA Togen oo
Analysis performed according ND / Ananns nposeged no H: JIII-007239-300721
11 | Assay / KonnyecTBenHoe !
onpeaecHue |
- ibuprofen / ubynpoghen 396.9mg (99.2 %) 360.0 mg to 4400 mg of Ci3H;z0:

- paracetamol / napayemamoJi

396.9Mr (99.2%)

324.2 mg (99.7%)
324.2 mr (99.7%)

(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 MT 10 440,0 Mr
Ci3H ;302 (ubynpoden) (or 90,0 % no
110,0 % OT HOMHHaNbLHOrO COnEepKaHus) B
OJIHOM NaKeTHKE.

12025 mg to 357.5 mg of CsHyNO:

| (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr no 357,5 mr
CsHoNO:2 (mapaueramon) (ot 90,0 % no
110,0 % OT HOMHHaJIEHOTIO COZIEPXKaHUS) B
OJJHOM MaKeTHKe.

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoayxr coorsercTByeT TpedoBanusm HJI

Conclusion : APPROVED /
3axmiouenne: OJIOBPEHO

Prepared by / Pravesh Rana
IloarorosieHo: /

I~ in

Checked by / Naresh Kumar

IIpoBepeHo:
0

/

Approved by: Manager/Executive / Manoj Kumar
Onobpexo: Menemxep / PykoBonurens

Print Date /17.10.2022
Hara:

Print Date /17.10.2022
JlaTa:

Print Date /17.10.2022
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851295AP1984PLC0O04507

www.drreddys.com




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 : 491 98166 56001-02

CEPTH®HMKAT AHAJIM3A  Www.drreddys.com

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxT U6ykaun® Dxenpece (udynpoden + napauneramosn), HOPOLIOK AJIst IPHIOTOBJIEHHSI

PacTBOpa AJis NpHemMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2202081 Batch Quantity / : 253160.00 units /
Cepus Ne O6bem napTum 253160.00 enuunL
Analytical Report No. / : 890001621462 Date of Analysis / : 17.10.2022
AHanuTHuecKHil oT4er Ne JaTa ananuza bl
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
Jata nmpou3BoACTBa T'oaen no

Analysis performed according ND / Anann3 nposeaer no HJI: JITI-007239-300721

| 12 Packagé / YnakoBka

|5 ginasachet ofa 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). 6 sachets and|information leaflet in carton pack./ITo5rB
| patient information leaflet in|nakeruke u3 KOMOHHHPOBaHHOTO
|carton pack. / Ilo 5 r B|marepuana (namuHKMpoBaHHast
naKeTHnke u3 | 6ymara/TIDHII/antomuHneBas

KOMOHHHUPOBAHHOTO donbra/[IOHIT). [To 6 nau 9 naketnkor

Oymara/TIOHI1/antomuHeBas
¢onbsra/[13HIT). o 6

NaKeTHKOB BMECTE c
WHCTpYKLUUEH no
NPHMEHEHUIO B nauky
KapTOHHYIO.

13 | Labeling / MapxupoBka

14 Storage conditions /
Xpanenue

15 [Shelf life / Cpox roanocTH

MaTepyuana (laMHHMUPOBaHHAs | BMECTE C MHCTPYKUMEH 110 NPUMEHEHHIO B
nayky KapTOHHYIO.

According to ND. / B cootserctBuu ¢ H/I.

2 years. / 2 rona.

Remarks : The Product confirms to ND/
IIpumeyanwne: [IpoaykT cooTBeTcTBYET TpeboBaHaM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Pravesh Rlana
IToaroroBaeHo: 4

Checked by / Naresh Kumar

ITpoBepeHo: &g

-

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menemxkep / PykoBonutensb

Print Date /17.10.2022
Hara:

Print Date /17.10.2022
Hara:

JaTa:

Print Date /17.10.2022

Tel: +91 40 4900 2900, Fax: +81 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.corm



