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
Hpoaykr H6ykaun® Ixcnpece (uGynpoden + napaneramosr), NOPOIIOK sl IPUTrOTOBJICHHS
pacTBopa ANs IpHeMa BHYTpPhb, 400 mr+325 mr
Batch No. / 1 V2300707 Batch Quantity / : 25351.00 units /
Cepus Ne O6bem napTuu 25351.00 eauuuy,
Analytical Report No. / : 890001659523 Date of Analysis / : 30.04.2023
| AHATMTHYECKH I oTUeT No JlaTa ananusa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTta npou3BoacTB2 I'onen no
Analysis performed according ND / Anann3s nposeaen mo HJ/I: JITI-007239-300721

Ne
1

Test / Tlokazarenn

Result / Pe3yabTaThl

Description / Onucanue

White powder, with
characteristic odour. /
[Moporox 6Genoro 1uBera ¢
XapaKTepHbIM 3araxoM.

XapaKTEPHBIM 3araxoM.

~ Specification / Hopma |
White to off-white powder, with a
characteristic odor. / [Topowok ot 6enoro|
o noutd 6enoro 1BeTa, ¢ XapaKkTepHbLIM
3anaxoM.

| Colourless solution with a characteristic |

2 |Reconstituted solution / Complies /
BoccTaHOBJIEHHBE pacTBOP CooTBeTCTBYET I odor shall be observed, may have small |
: | amount of suspended particles. /|
, - appearance / onucanue BecuBeTHBIi pacTBOpP € XapakTEpHbIM
3aMaxoM, C BO3MOXHBIM COJAEpKaHHEM
He6ONBIIOr0  KOJNMYECTBA  B3BELICHHBIX
| o | wacTu. -
|- Color of the solution / Complies / |Color intensity of the solution does not
yeemuocme COOTBETCTBYET | exceed color intensity of reference standard
Bo. / PacTBOp momxeH OBbITH OKpallleH HE
- GoJiee MHTEHCHBHO, Y€M 3TaliOH By, |
3 |Dissolution time / 01 minute 22 seconds Not more than 5 min. / He 6onee 5 MuH.
Bpemsi pacTBOpeHus
4 |pH of solution / pH pacTBOopa 6.6 5.8t07.8./0t15,8 mo 7,8.

Remarks: The Product confirms to ND/
Ilpumeuanue: [Ipogykr cooTBeTcTBYET Tpebopanusm H]|

Conclusion: APPROVED /
3axaroyenne: OJJOBPEHO

Prepared by / Pardeep Kumar
[ToarotoBneHo: i

Checked by / Himesh Kumar

HpOBeCp::g_//p

Onobpeno: Menenxep / Pykoponure
l_k&t“‘(.. s

Approved by: Manager/Executive / Manoj Kumar

Print Date /30.04.2023
JlaTa:

Print Date /30.04.2023
Hara:

Print Date /30.04.2023
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, [ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507

www.drreddys.com



Dr.Reddy’s Q':‘.

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

’!

CEPTUOUKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoxyxt : H6ykauu® Ixcnpece: (ubynpodeH + napauneramosr), NOPOIIOK sl IPHTOTOB/IEHHs

pacTBopa Ans npueMa BHyTpb, 400 mr+325 mr
Batch No. / : V2300707 Batch Quantity / : 25351.00 units /
Cepusa Ne O6bem napTuu 25351.00 eanHuUL
Analytical Report No. / : 890001659523 Date of Analysis / : 30.04.2023
AHanuTHYecKui oTyet Ne Jata aHaanza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa npousBoacTBa I'oaen no

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

No

Test / TloxazaTean

Result / PesyabraTbl

Specification / Hopma

5 [dentification / IMoaunHOCTH

| A) by HPLC / BOXKX

— Ibuprofen / ubynpodghpen

— Paracetamol / napayemamon

Complies /

CooTBETCTBYET

chromatograms of test solutions

reference  standards  solution

pPacTBOpoB
BpeMEHaM

JOJDKHBI

obpasuo  (pazzmen
OonpeneneHue).

The retention times of the main peaks in the

should

correspond to those in the chromatograms of

(Assay

section). / BpeMs yiep1BaHUsT OCHOBHBIX
NUKOB Ha XPOMATOrpamMMax HCIBITYEMBIX
COOTBETCTBOBATD

YAEPKUBAHUS
COOTBETCTBYIOLMX OCHOBHBIX ITHKOB Ha
XpoMarorpamMmax pacTBOpa CTaHIapTHBIX
«KonuyectBeHHOe

B) by HPLC-UV / BOXXX-Y®
— Ibuprofen / ubynpogen

— Paracetamol / napayemamon

Complies /

CooTBeTCTBYET

UV spectra of the test solutions
TecTa

HpOBEJCHUH

CreKTpam CTaHAAPTHBIX
nbynpodena U napalueraMmona.

When carrying out the "Assay" test, the

should

correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
«Kon1uecTBeHHOE
onpezeneHuey Y®-CNeKTpbl HCIBITYEMBIX
PacTBOPOB JOJKHBI COOTBETCTBOBATh Y -
pacTBopoB

Remarks: The Product confirms to ND/
Ipumeuanne: [TponykT coorBeTcTBYET TpeboBanusM HJT

Conclusion: APPROVED /
3akmouyenue: OJIOBPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar

[TogroroBneHo: o IIpoBepeHo: Onobpeno: Menemxep / PykoBoantens
pE= Rl WS Z Rt

Print Date /30.04.2023 Print Date /30.04.2023 Print Date /30.04.2023

Jara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Telt 191 10 1000 2900, Mo 191 10 1900 2999, Cmuil: muil@drroddyswum
CIN: L85195AP1584PLC004507

www.drreddys.ccm




Dr.Reddy’s €%¢

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

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

Tel : +91 98166 56001-02
www.drreddys.com

.

‘.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
MNpoaykr : H6yxaun® Dxenpece (uGynpoden + napaneramo.), HOPOIMIOK AJIsi HPHIOTOBJIEHHUS]

pacTBOpa AJs IpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2300707 Batch Quantity / : 25351.00 units /
Cepus Ne O06bem mapTuu 25351.00 enunuUL
Analytical Report No. / : 890001659523 Date of Analysis / : 30.04.2023
AHannTHyecKuii oTyeT No JlaTa aHasn3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa npousBoacTBa TI'open no

Analysis performed according ND / Anaau3s nposeaen no HJA: JII1-007239-300721

| Specification / Hopma

No Test / IToka3zaTeJb _ Result / PesyabTaTn
6 [Particle size / Pazamep yacTuy 100 %
94 %

| Particle size less than 2 mm — not less
[than 95 %; / YacTuL pazmepoM MeHee 2 MM
|- He menee 95 %;

Particle size less than 0.25 mm — not less
[than 60 %. / yacTHL pa3MepoM MeHee

0,25 MM — He meHee 60 %.

7 |Water / Bona

4.9%

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

8 |Related substances /

) PoacTrBeHHbIEe npumMecu

Less than LOQ (0.04%)

- ibuprofen / udynpogen
Less than LOQ
- paracetamol / napayemamon Below limit of Detection (LOD:
0.01%)

BDL (Disregard area 6351)

BDL

Individual unidentified impurity - not more
than 0.15 %. / Enunnynas
HeWIeHTU(DULIMPOBAHHAS TPUMECH - HE
oounee 0,15 %.

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

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

Individual unidentified impurity - not more
than 0.10%. / Equnu4Has
HeuIeHTU(HUIIMPOBAHHAS IPUMECH - HE
oonee 0,10 %.

Total impurities - not more than 0.5%. /

Remarks: The Product confirms to ND/
Ipumeuanne: [TpoaykT coorsercTByeT TpeboBanusM HJI

Conclusion: APPROVED /
3akmrouenue: OJOBPEHO

Prepared by / Pardeep Kumar

HO)JFOTOBneHo:ci
—

Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar

Hpos;g{l/_c: Onob6peno: Menemxep / Pym

Print Date /30.04.2023
Jara:

Print Date /30.04.2023 Print Date /30.04.2023
Jara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel, 191 40 4900 2900, ax: 191 40 4900 2999, Cmai!l: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.ccm




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6 N
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND|A

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr N6ykaun® Dxcenpece (MGynpoden + napaneramo.), NOPOLIOK AJist IPHTOTOBJIEHHUS

pacTBopa AJsl HpueMa BHYTpb, 400 mr+325 mr
Batch No. / : V2300707 Batch Quantity / : 25351.00 units /
Cepus Ne O0bem mapTuu 25351.00 eguuun
Analytical Report No. / : 890001659523 Date of Analysis / : 30.04.2023
Anagurnyeckui oryer No JlaTta ananu3za
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTa npou3BoACTBa T'oaen no

| Analysis performed according ND / Ananu3 nposeaen nmo H/L: JII1-007239-300721

Ne Test / IlokazaTenn

Result / PesynbTaTh!

Specification / Hopma

CyMMa npumeceii - He 6onee 0,5 %.

- ibuprofen / ubynpogen

10 [ Microbial limits

9 Uniformity of dosage units /

OZ(HOpOI(HOCTb A03UPOBAHUSA

- paracetamol / napayemamon

Muxpo6uoiorayecKkasi YHCTOTa

1.9

7.2

Acceptance value (AV) should not be more
than 15.0. / [Toka3aTesns ApUEMIIEMOCTH
(AV) nomxen 6bITh He Gonee 15,0.

Acceptance value (AV) should not be more
than 15.0. / [Tokazatenb MpreMIIEMOCTH
(AV) nomxeH ObITh He Gonee 15,0.

/
NIL CFU/g

. NIL CFU/g

Absent

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

O61ee Yucsio a3poOHBIX MUKPOOPTraHU3MOB
- He 6onee 1000 KOE/T.

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

O6llee YHCIIO APOAOKEBBIX M IUIECHEBBIX
rpu6oB - He 6onee 100 KOE/T.

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

Remarks: The Product confirms to ND/
Ipumeuanue: IIponykt coorBeTcTByeT TpeboBanusM HT

Conclusion: APPROVED /
3aksmouenue: OJJOBPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar

[ToaroroneHo: - IIpoBepeHo: 1 Onobpeno: Menemxep / PykoBoanTens
= _:[:__ - = ' {L

Print Date /30.04.2023 Print Date /30.04.2023 Print Date /30.04.2023

Jlara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 10 1900 2860, Fax: +91 10 1900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.ccm




Dr.Reddy’s ":’

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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAykr Hoyxaun® Dxenpece (uGynpoden + napaneramot), HOpOIIOK Ajisi NPHTOTOBJIEHHS]

. pacTBOpAa AJisI NpHeMa BHYTPb, 400 Mr+325 mr
BatchNo. / : V2300707 Batch Quantity / : 25351.00 units /
CepHs Ne O0beM mapTun 25351.00 ennuuy,
Analytical Report No. / : 890001659523 Date of Analysis / . 30.04.2023
AHaJuTHYeCKHii oTHeT No JlaTa ananuza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa npon3BoacTBa I'ogen no

Analysis performed according ND / Anayiu3 nposeaen no HJI: JIII-007239-300721

- paracetamol / napayemamon

401.0mr (100.2 %)

324.0 mg (99.7%)
324.0 mr (99.7%)

Ne | Test / IloxaszaTenn Result / PesyabTaThi Specification / Hopma
11 | Assay / KoaunyecTBenHoe
onpejeneHue |
- ibuprofen / ubynpoden 401.0mg (100.2 %) [360.0 mg to 440.0 mg of C;3HisO:

|(ibuprofen) (90.0% to 110.0 % of label

claim) per sachet. / Ot 360,0 M1 10 440,0 Mr
C13His02, (mbynpoden) (ot 90,0 % no
‘ 110,0 % OT HOMHHANIBHOTO COAEPKAHUS) B
OJIHOM MMaKETHKE.

292.5 mg to 357.5 mg of CgH¢NO,
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr 10 357,5 mr
CsHoNO; (mapaueramon) (ot 90,0 % no
110,0 % OT HOMUHANBHOIO COACPXKAHNUS) B
OJTHOM TIaKETHKE.

Remarks: The Product confirms to ND/
IIprumeyanne: IIpoaykT cooTBeTCTBYET TpeboBanusam HJT

Conclusion: APPROVED /
3akmroyenune: OJOBPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar

IToarotoBneHo: n IIpoBepeHo: Opobpeno: Menemxep / PykoBoanTesib
L — C—:}wé"//:: @Li/

Print Date /30.04.2023 Print Date /30.04.2023 Print Date /30.04.2023

Jara: Jara: JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
1800 +91 4U 490U 290U, Fax! 491 40 490U 299Y, email: malli@drreddys.cont

CIN: L85195AP1584PLC0O04507
www.drreddys.com




Dr.Reddy’s Qf"

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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg ]
Ilpoaykr Moyknnn® Drenpece (ubynpoden + napaneramost), NOPOUIOK /Jisi NPUTOTOBIEHHS

PACTBOpPA il NpUeMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2300707 Batch Quantity / : 25351.00 units /
Cepus Ne O6bem mapTuu 25351.00 ennuui
Analytical Report No. / : 890001659523 Date of Analysis / : 30.04.2023
AHaauTHYecKHi oTueT No JlaTta ananusa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTa npou3BoACTBA I'open no

Analysis performed according ND / Ananu3 nposenen mo HJI: JIII-007239-300721

No |

Test / Iloxa3aTen |

Result / PesyabTaTsl

Specification / Hopma

12 |Package / YmakoBka

' 5 gin a sachet of a combination
(laminated
paper/LDPE/aluminum

sachets
patient information leaflet in
carton pack. / [lo 5 r B

material

foil/LDPE). 6

aKeTHKe
KOMOUHHPOBaHHOIO

MaTepHana (JJaMUHUPOBaHHAs
6ymara/[IOHII/amoMunueBas

¢donera/TIHIN. ~  Tlo 6
NaKEeTHKOB BMECTE c
UHCTPYKLHEH no
NPUMEHEHUIO B nayky
KapTOHHYIO.

5 g in a sachet of a combination material
(laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient

and | information leaflet in carton pack./ITo5r B
NaKeTHKe u3 KOMOMHHPOBaHHOTO
Marepuana (TaMUHKpOBaHHAs

u3 | 6ymara/I[1OHI1/amomMunueBas
donera/IIBHIT). [lo 6 unu 9 nakeTHKOB
BMECTE C UHCTPYKLHUEH MO NPUMEHEHHIO B
nayukKy KapTOHHYIO.

14 |Storage conditions /
Xpanenue

13 |Labeling / MapkupoBKa

According to ND. / B cootBeTctBum ¢ HJI.

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

15 | Shelf life / Cpok rogaoctu

2 years. / 2 roga.

Remarks: The Product confirms to ND/
IIpumeqanne: IIponykT coorBeTcTBYeT Tpeboranusam HJ[

Conclusion: APPROVED /
3akawuenue: OJOGPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar

Iloarorosniero: Hpowl_:_v Onobpeno: Menenxep / Pykosoauren
e ‘ & ;é(, a:é

Print Date /30.04.2023 Print Date /30.04.2023 Print Date /30.04.2023

Jlara: Hara: JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 10 4900 2900, Fax. +91 40 4300 2999, Einail. imail@dieddys.cuin
CIN: L85195AP1S84PLC0045C7

www.drreddys.com



