Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Beday's Laboratorias Lid,
Forrauiation Unit-6

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

CEPTUDOHKAT AHAJIH3A www.drreddys.com
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpoaykTt Hoyknun®™ Ixenpece (udynpodeH + napauneramod), HOPOUIOK AJ1s1 IPHTOTOBJIEHHS
pacTBopa Julsl IpHeMa BHYTpb, 400 mr+325 mr
Batch No. / : V2201305 Batch Quantity / : 152406.00 units /152406
Cepust Ne O0bem napTun eANHILL

Analytical Report No. /
Ananutnyeckuii oruer Ne

: 890001602064-1

Date of Manufacture /
|[daTa npousBoacTBa

: JUN. 2022

I'open go

Date of Analysis /
JarTa anannsa
Date of Expiry /

1 26.07.2022

: MAY. 2024

Analysis performed according ND / Anaans nposeaen no HJI: JII1-007239-300721

/

B3BCLICHHBIX

Ne | Test / ITokazatenn Result / PesyabTaThl Specification / Hopma
1 |Description / Onucanue White powder, with | White to off-white powder, with a
characteristic odour. /| characteristic odor. / Ilopouiok ot Genoro
[Topowok ©Oenoro wuBeTa C| A0 MOYTH OENoro LBera, ¢ XapakTepHbIM
XapaKTEPHBIM 3aNaxoM. 3armaxom.
XapaKTCPHbIM 3aM1axoM.
2 | Reconstituted solution / Complies Colourless solution with a characteristic|
BoccTraHoB/eHHBII pacTBOp odor shall be observed, may have small
amount of suspended particles.
- appearance / onucaHue becupetHblli  pacTBOp ¢ XapaKkTepHbIM
3aaxoM, C BO3MOXHBIM COJECpPXKaHHEM
HEOONBIIOTO  KOJHYeCTBa
: YacTUL.
- Color of the solution / Complies / Color intensity of the solution does not|
UBEHIHOCHTY CooTBETCTBYET exceed color intensity of reference standard
| Bo. / PacTBOp no/mokeH ObITH OKpalleH Hei
| - 0oJiee HHTEHCHBHO, YeM 3TaNoH Bo. -
' 3 |Dissolution time / 03 minutes 45 seconds Not more than 5 min. / He Gonee 5 Mun.
Bpemsi pacrBopennst
4 | pH of solution / pH pacrBopa 6.7 5.8t07.8./015,8 no7,8.

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT coorBeTcTBYeT TpeboBanusM HJ

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Ramakant

[Togroroeneno: 4 |
J&L@Q»
N

Checked by / Santosh Kumar
Maurya /
IIpoBepeno:

A5

Approved by: Manager/Executive / Kusum Lata
OnobpeHo: MeHeﬂH(?p‘f PyxoBonutenn

N\

Jara:

Print Date /26.07.2022

Print Date /26.07.2022
JlaTa:

Jlara:

Print Date /26.07.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Lahoratories Lid.
Formulation Unit-&

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

CEPTUDUKAT AHAJIM3A

www.drreddys.com

Jlata npou3BoJCTBA

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Udykaun" Irenpece (udynpoden + napaueramod), NOpoILOK AJst IPATOTOBIEHHS]

paACTBOpA A IpUemMa BHYTpPL, 400 Mmr+325 mr ]
Batch No. / 1 V2201305 Batch Quantity / : 152406.00 units /152406
Cepusi Ne O0bem napTun CAnHNL
Analytical Report No. / : 890001602064-1 Date of Analysis / : 26.07.2022
Ananuruyeckuii oTuer Ne Jarta anannsa S
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024

T'onen no

Analysis performed according ND / Anaans nposenen no HJL: JITI-007239-300721

No
5

M) by HPLC / BOKX

— Paracetamol / napayer

Test / HOKaETeJIb
Identification / IloginHHOCTL

— Ibuprofen / uoynpoghen

Complies /
CoOTBETCTBYET

MnaMon

Result / PesyabTaTbl |

~ Specification / Hopma |
i 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). / Bpemst yAep:KHBaHUSI OCHOBHBIX
MIKOB Ha XpOMaTorpammax HCObITYEMbIX
pacTBOPOB  AOJKHBl  COOTBETCTBOBATH
BpEMEHaM YAepKHBaHIis
COOTBETCTBYIOLLIHX OCHOBHBIX MWKOB Ha
XpOMarorpaMMax pacTBOpa CTaHIapTHBIX
obpasuos  (pazzen  «KonnuecTBeHHOE

ONpeACICHHE).

B) by HPLC-UV / BOXKX-Y®
— Ibuprofen / ubynpodgen

— Paracetamol / napayemamon

Complies /
COOTBETCTBYET

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / [lpn
npoeegeHun  Tecta  «KosmdecTBeHHOE
onpeaeneHne» Y®-CreKTpel HCHBITYEMbIX
pPacTBOPOBR AOJDKHBI COOTBETCTBOBAaThH Y D-
CreKTpam CTaHAAPTHBIX pacTBoOpoB
nbynpodeHna u napaueramorna.

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpogykr coorsercTByeT TpeboBanusaM H

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

IlonrorosneHo: A Maurya ) ) Onobpeno: Menengep / PyxoBoauTesb
%&/ [TpoBepeHo: ‘%(M/S' }FSL Ol

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

Hara: Hara: Hara:

Registered Offica: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHDOHKAT AHAJHI3A

www.drreddys.com

Ibuclin Expre_ss (Ibuprofen+Paracetamol), po_wder for oral solution, 400 mg + 325 rrIé

JaTta npousBo/cTBa

Product
Mpoayxr Udykaun® Drenpece (udynpoden + napaueramod), NOPOUIOK AJs NPUTOTOBJIEHHS!

pacTBopa Ajs npuemMa BHYTpb, 400 mr+325 mr |
Batch No. / 1 V2201305 Batch Quantity / : 152406.00 units /152406
Cepus No O0bem mapTuu CAHHULL
Analytical Report No. / : 8§90001602064-1 Date of Analysis / : 26.07.2022
AHaauTu4yecKHH oTueT No JlaTa aHannza
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024

T'open po

Analysis performed according ND / Anasns nposegen no HJ: JITI-007239-300721

8 Related substances /
PoacTeeHHble mpHMecH

- ibuprofen / uoynpodghen

- paracetamol / napayemamon

_NQ___ ~ Test/ Mokasarens | Result / PesyabTaTsl
6 Particle size / Pasmep uactun | 100 %
|
93 %
7 'Water / Bona 4.9%

Specification / ngW
Particle size less than 2 mm — not less
than 95 %; / HacTil pasmepom MeHee 2 Mm
— He MeHee 95 %;

Particle size less than 0.25 mm —not less
than 60 %. / yacTH1l pa3mMepoM MeHee

0,25 MM — He MeHee 60 %.

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

Less than LOQ

0.01%)

Less than LOQ (LOQ: 0.04%)

Below limit of Detection (LOD:

BDL(Disregard area 8700)

Individual unidentified impurity - not more
than 0.15 %. / EnitHH4Has
HenAeHTROUUMPOBaHHAS IPUMeCh - He
Oonee 0,15 %.

Total impurities - not more than 0.5%. /
Cymma npumecetii - 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%. / Enunnynas
HeHIEeHTUPHUMPOBAHHAS IPHMECH - HE

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpogykr cootBercTBYeT TpeboBannsm HJI

Conclusion : APPROVED /
3axkmoyenue: OJJOGPEHO

Pr:epared by / Ramakant

Checked by / Santgsh Kumar

Approved by: Manager/Executive / Kusum Lata

Hara:

IloarorosneHo: A Maurya i) S Onodpeno: Menemkep / PykoBoauTtesb
@Lﬁ‘@p’g ITpoBepeHo: {"”H 'L{- S
Print Date /26.07.2022 Print Date /26.07.2022 Print Date /26.07.2022

Jara:

Jara:

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: maill@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



q... Dr. Reddy's Laboratories Ltd.

L/ e Formulation Unit-6

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

CERTIFICATE OF ANALYSIS el : +91 98166 56001-02
CEPTUDHUKAT AHAJIM3A www.drreddys.com
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMpoaykr : Hoykauu" Ircnpece (ndynpoded + mapaueramot), HOPOIIOKR /s IPHTOTOBJIEH st
pacTBopa AJs IpHemMa BUYTpb, 400 Mr+325 mr
Batch No. / : V2201305 Batch Quantity / : 152406.00 units /152406
Cepus No O0bem naprTun CIHHLL
Analytical Report No. / : 890001602064-1 Date of Analysis / : 26.07.2022
AHaJHTHYECKHI 0TUeT No _ |[arTa anann3a |
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JlaTta npou3BOACTBA T'onen no

Analysis performed according ND / Anann3 nposegen no HJL: JIII-007239-300721

Ne | Test / Iloka3aTesb I Result / PesyabTaTel | Specification / Hoqua_ -
oonee 0,10 %.
BDL Total impurities - not more than 0.5%. /

Cymma npumeceii - He donee 0,5 %.

OHHOPO,HHOCTB AO3UPOBAHHUA

|

|

|

. - |

9 |Uniformity of dosage units / ‘

|

- ibuprofen / udynpoden 4.4 Acceptance value (AV) should not be more |

than 15.0. / IlokazaTesib NPUEMIIEMOCTH |

(AV) nosxkeH ObITh He Oosee 15,0. I

|

27 Acceptance value (AV) should not be more
than 15.0. / [lokazarenb NpHEMIIEMOCTH

(AV) nomxkeH ObITh He Oonee 15,0.

- paracetamol / napayemamon

10 | Microbial limits /
Mukpo0uosoruyeckasi YHCTOTA NIL CFU/g a) Total aerobic microbial count - not more
than 1000 CFU/g. /
OOb11iee 41Cno a3poOHBIX MHKPOOPTaHH3MOB |
- He Gonee 1000 KOE/T.
b) Total combined yeasts and mould - not|
NIL CFU/g more than 100 CFU/g. / |
OO0LIee YUCIO APOKIKEBBIX M TUIECHEBBIX
rpu6os - He 6osee 100 KOE/r. |
Absent c) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcytcTBHe B 1 T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IlponykT coorercTByeT TpeboraHusm HJT 3axmoyenue: OJJOBPEHO
Prepared by / Ramakant Checked by / Santosh Kumar Approved by: Manager/Executive / Kusum Lata
[ogrorosneno: ~ LQ Maurya m/{ Onobpero: Menemkgp / PykoBoauTens
&#‘I/L - ITpoBepeno: 1 >;§,E/
Print Date /26.07.2022 Print Date /26.07.2022 Print Date /26.07.2022
Hara: Hara: Mara:

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
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®HUKAT AHAJIU3A www.drreddys.com
|Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr Moykaun® Dxenpece (MOynpoden + napaneramost), NOPOLOK AJisi IPHTOTOBIEHHS
pacTBopa AJsi IpuemMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2201305 Batch Quantity / : 152406.00 units /152406
Cepusi No O0bem mapTuu EAHHIILL
Analytical Report No. / : 890001602064-1 Date of Analysis / : 26.07.2022
AHRaJauTH4YeCKHH oTdeT Ne Hata ananusa |
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JlaTa npou3BoAcTBa Togen no

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

- paracetamol / napayemamon

11 | Assay / KonuuecTBenuoe |
ompejenenue |
- ibuprofen / ubynpogen 397.7 mg (99.4 %) 3600 mg to 440.0 mg of Ci3HikO2
! 397.7 mr (99.4 %) (ibuprofen) (90.0 % to 110.0 % of label

claim) per sachet. / Ot 360,0 Mr 1o 440,0 mMr
Ci3H150; (ubympoden) (or 90,0 % no
110,0 % OT HOMMHAJIBLHOIO COREpXKaHUs) B
OJJHOM TaKETHKE.

325.0 mg (100.0%) 292.5 mg to 357.5 mg of CsHoNO;
325.0 mr (100.0%) (paracetamol) (90.0 % to 110.0 % of label

claim) per sachet. / O1 292,5 Mr 10 357,5 MI
CsHoNO, (mapauetamon) (ot 90,0 % no
110,0 % OT HOMHHAJILHOTO COMCPKAHUA) B
OJTHOM TaKeTHKe.

Remarks : The Product confirms to ND/
IIpumeyanue: [Tpoaykt coorBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
Zakarouenne: OJOBPEHO

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

ToarorosneHo: Maurya %ﬂt’ﬂ ¢ Onobpeno: Menekep / PykoBoauTtens
I[NpoBepeHo: /L Lﬁ@/’

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

Jara: Jara: Hara:

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
CIN: L85195AP1984PLC0O04507
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

JdaTa nmpousBoacTBa

T'onen go

CEPTUOUKAT AHAJIU3A www.drreddys.com

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr U6ykaun® xcnpece (ubynpoden + napaueramo.r), NOPOIIOK A5l IPUTOTOBJIEHHS

pacTBopa Ajs HpuemMa BHYTpPb, 400 mr+325 mr |
Batch No. / : V2201305 Batch Quantity / : 152406.00 units /152406
Cepun Ne O6beM mapTuu €IMHUL
Analytical Report No. / : 890001602064-1 Date of Analysis / : 26.07.2022
AHauTHYeCKMii 0TYeT Ne Hata ananusa B - N
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024

Analysis performed according ND / Anaju3 nposeaen mo H/I: JIII-007239-300721

12 Packaée / YnakoBka

5 ginasachet of a combination

material (laminated
paper/LDPE/aluminum
foil/LDPE). 9 sachets and

patient information leaflet in

carton pack. / Ilo 5 r B
NaKeTHKe u3
KOMOUHVPOBAHHOTO

Martepruana (JaMHHUpPOBaHHAs
6ymara/[I9HI1/antomuHHueBas

¢donsra/IIDHII). Ilo 9
MaKETHKOB BMeECTe c|
UHCTPYKLAEH 1o
NPUMEHEHHIO B nauky
KapTOHHYIO.

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./[To5rB
[TaKeTuKe u3 KOMOHWHMPOBAHHOTO
MaTepuana (lTaMUHHpOBaHHAas
6ymara/[15HI1/antomunueBas
¢onbra/[IOHI). Mo 6 unu 9 naxeTukoB
BMECTE C MHCTPYKLHEH MO NPUMEHEHHUIO B
NaukKy KapTOHHYIO.

13 |Labeling / MapkupoBka

According to ND. / B cootBerctBuu ¢ HJI.

14 | Storage conditions /
XpaneHue

Store below 25 °C. / Ilpu Temnepatype He Bbiie 25 °C.

15 IShelf life / Cpok roguoctu

2 years. / 2 ropa.

Remarks : The Product confirms to ND/
ITpumeuanne: Ilpoaykt coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

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

IToarorosneHo: Maurya @QL}‘_ Onobpeno: Menesxep / Pykosoaurens
W [MpoBepeno: ' NN\ \e—

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

JHara: Jara: Jlarta:

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com



