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

CEPTHOHUKAT AHAJIM3A

—~ ————www.drreddys.com—
Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg

Tel : +91 98166 56001-02

Product
IlponykT Uoykanu® Ikenpece (nGynpoden + napaneramod), HOPOUIOK AJisl MPUTOTOBJIEHHS
pacTBopa AJs npaeMa BHYTpb, 400 mr+325 mr |
Batch No. / : V2102258 Batch Quantity / : 17650.000 units /
Cepus Ne O6beM napTHu eMHUY,
Analytical Report No. / : 890001566979 Date of Analysis / : 10.01.2022
Ananurnyecknii oruer No JlaTa aHaH3a
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTta npousBoacTBa Togen 1o

Analysis performed according ND / Ananun3 nposezen mo HJI: JIIT-007239-300721

Specification / Hopma

N Test / Iloka3saresnb Result / PesyibraThl
1 |Description / Onucanne White powder, with| White to off-white powder, with a|
characteristic odour, /| characteristic odor. / ITopoiiok ot 6enoro|
[Topoiuok 6Genoro uBera c¢| A0 no4tu Oenoro UBETa, ¢ XapakTepHbIM
XapaKTepHbIM 3aaXoM. 3amnaxom.
I XapaKTepHbIM 3a1axoM.
|
2 |Reconstituted solution / Complies Colourless solution with a characteristic |
BoccTaHOBJIEHHBIH pacTBOP odor shall be observed, may have small
amount of suspended particles. /|
- appearance / ORUCAHUE BecliBeTHBI pacTBOp C  XapaKTEPHbIM
| 3amaxoM, ¢ BO3MOXHBIM COAEPIKAHUEM
HeOONBIIOr0  KOJNHYECTBA  B3BEIICHHBIX
i | HaCTHLL. |
- Ne Test / IlokasaTenn Result / Pe3ynbTaThbl Specification / Hopma |
- Color of the solution / Complies / Color intensity of the solution does not|
UGEMHOCHD CoOTBETCTBYET exceed color intensity of reference standard |
By. / PacTeop no/mkeH ObITh OKpallleH He
6oJiee MHTEHCUBHO, YeM 3TaJIoH Bo. ,
3 |Dissolution time / Iminute 50 seconds | Not more than 5 min. / He 6omnee 5 MuH.
| Bpemst pacTBOpeHHs |
4 | pH of solution / pH pacTBopa 6.8 5.8t07.8./0t15,8 10 7,8.

Remarks : The Product confirms to ND/
Ilpumeuanue: [IponykT coorseTcTByeT Tpebosanuam HJT

Conclusion : APPROVED /
Zarmaouenue: OJOBPEHO

Tel: +91 40 4900 2900, Fa

CIN: L85195AP1984PLCO04507
www.drreddys.com

Prepared by / Ankit Checked by / Naresh Kumar Approved by: Manager/Executive/ Pavan Kumar
[ToaroroBneHo: [1poBepeHo: @ Sharma j—ff,:/'
- Onobpeno: Menemxep / PykoBoAHTE b
—
Print Date /10.01.2022 Print Date /10.01.2022 Print Date /10.01.2022
Hara: Hara: Hara:
REEIIEred UITCE: 52337, noad MO, 3, Banjara Hils, fyderabad - D00034, lelangana, India

X: +91 40 4900 2999, Email: mail@drreddys.com



Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTHDUKAT AHAJIM3A Tel : +91 98166 56001-02
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solutl(;nv,‘zt‘OT) mg F 325 mg
Npoaykr : Méykann® Jxenpece (abynpodeH + napaneTamod), HOPOLWIOK AJIsi HPUIOTOBJCHHUS

pacTBopa [Jisi IpHemMa BHYTpPb, 400 mr+325 mr

Batch No. / : V2102258 Batch Quantity / : 17650.000 units /
Cepnst Ne O6bem napTHu EAMHHULL
Analytical Report No. / : 890001566979 Date of Analysis / : 10.01.2022
AHanuTHyecKuii oryer No Jlara anaausza
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
Hata npoussojacTsa I'onen g0

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

Result / PesyabTarbl Specification / Hopma

Ne ~ Test /Iloka3arenn |
5 |[dentification / ITogJiMHHOCTDH
4) by HPLC / BOXKX

— Ibuprofen / ubynpodgpen

~— Paracetamol / napayemamon

\B) by HPLC-UV / BIXX-Y®
— Ibuprofen / ubynpopen

— Paracetamol / napayemamon

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
CooTBeTCTBYET section). / Bpemsl yaep:kUBaHUsl OCHOBHBIX
[MMKOB HA XPOMaTOrpamMMax HCIbITYEeMbIX
pPAcTBOPOB  JIOJDKHBI  COOTBETCTBOBATh
BpeMeHaM YIEPKUBaHUS
COOTBETCTBYIOIINX OCHOBHBIX IIHKOB Ha
XpoMmaTorpaMmax pacTBOpa CTaHIAPTHBIX
obpasuoe  (pasmen  «KoymuecTBeHHOE
OIIpeICICHUE).
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
npoeefeHud  Tecta  «KoylMyecTBeHHOE
ompeaeneHue» Y®-CEeKTpbl HCHBITYEMbBIX
pacTBOPOB JOJDKHBI COOTBETCTBOBATL Y D-
CTeKTpaM CTaHJaPTHBIX pPacTBOpOB
ubynpodeHa U napaneramMona.

6 |Particle size / Pazmep yacTun

100 % Particle size less than 2 mm — not less

than 95 %; / YacTur pazmMepomM MeHee 2 MM
— He MeHee 95 %,;

91 % Particle size less than 0.25 mm —not less
than 60 %. / 9acTULl pa3MEPOM MEHee

0,25 MM — He MeHee 60 %. .

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumedanne: [IpoaykT coorBeTcTByeT TpeboBanusam HI 3axaouenune: OJOBPEHO

Prepared by / Ankit Checked by / Nargsh Kumar Approved by: Manager/Executive / Pavan Kumar

IToarorosneno: [& ITpoBepeHo:

No Sharma m;fv//
— Onobpeno: Menemxep / Pykogo, b

Print Date /10.01.2022 Print Date /10.01.2022 Print Date /10.01.2022
Hara: )Z[aTa' Hara:
alz T, Hydaerabad - oUUU34, Telangana, India

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

CIN: L85195AP1984PLCO04507
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

CEPTUO®HUKAT AHAJIN3A

Tel : +91 98166 56001-02

wiwt deradduc com

vy vrs tHTC

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400meé"-'i-v§'25 mg

RepsIered UINte: B2-237,
Tel: +91 40 4900 2900, Fax:

Product
IpoayxTr U6ykaun® Dxenpece (ubynpodex + napaneramod), NOPOIIOK At IPHTOTOBJICHHS]
pacTBopa Aas npueMa BuyTpb, 400 mr+325 mr
Batch No. / 1 V2102258 Batch Quantity / : 17650.000 units /
Cepust Ne OobeM mapTuu €MHMLL
Analytical Report No. / : 890001566979 Date of Analysis / : 10.01.2022
AHanuTnyeckuif oTuert Ne JlaTa aHaJM3a
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTa npou3BoACTBA Togen no
Analysis performed according ND / Anasnu3 nposesen no HJI: JITI-007239-300721
Ne ~ Test/IlokasaTels Result / PesynbraTtel | Specification / Hopﬁa_ - :
7 |Water/Boaa 4.7 % Not more than 8.0 % w/w. / He Gonee 8,0 %.
8 |Related substances / )
PoncrBeHHBIE NpHMecH
- ibuprofen / ubynpogen BDL (disregard area 12439)  |Individual unidentified impurity - not more
than 0.15 %. / Enuen4nas
HeWJeHTUPUIUPOBAHHAS ITPUMECE ~ HE
6onee 0,15 %.
BRDL Total impurities - not more than 0.5%. /
Cymma npumeceti - He boiee 0,5 %.
- paracetamol / napayemamon BDL (disregard area 7777)  |Impurity K - not more than 0.15%. / '
[Tpumecs K - He 6onee 0,15 %.
BDL (disregard area 7777)  |Individual unidentified impurity - not more
than 0.10%. / EnuHnuHas
HEUIEeHTUGULMPOBaHHAs IPUMECH - HE
oonee 0,10 %.
BDL Total impurities - not more than 0.5%. /
Cymma npumeceii - He 6onee 0,5 %.
' 9 |Uniformity of dosage units / ) B
OXHOPOAHOCTH J03HPOBAHHS
- ibuprofen / ubynpogen 1.7 | Acceptance value (AV) should not be more
[than 15.0. / [Toka3aTens IpUEeMIIEMOCTH
[ (AV) momxeH ObITH He 6onee 15,0.
1
| Gurdeetampl/mapaRenTaiai 1.9 Acceptance value (AV) should not be more
p pan than 15.0. / ITokazaTenb NPUEMIEMOCTH
(AV) nomxex 66T He 6071€€ 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITpogykT cooTBeTcTBYET TpeboBanusam HJI 3axmouenue: OJJIOBPEHO
Prepared by / Ankit Checked by / Naresh Kumar Approved by: Manager/Executive / Bavan Kumar
INoarorosaeno; IIpoBepeHo: @f/ Sharma Qi;f”/'
A ; Onobpeno: Menemxep / PykoBquwteis
P-'
Print Date /10.01.2022 Print Date /10.01.2022 Print Date /10.01.2022
JHara: Hara: Hara:
~S00USE, lelfangana, india

+91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0G4507

www.drreddys.com




Dr.Reddy’s Q:’

CERTIFICATE OF ANALYSIS
CEPTHO®MKAT AHAJTH3A

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

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

Ipoaykr Hoykann" Ixenpece (ndynpoden + mapaneramot), OPOMOK st IPHIOTOBICHHS
pacTsopa Ajs nprueMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2102258 Batch Quantity / : 17650.000 units /

Cepust No O0beM naptui EANHULL

Analytical Report No. / : 890001566979 Date of Analysis / : 10.01.2022

AHagnTHyeckuii oTuer Ne JlaTa anajusa

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023

JlaTa npou3BoACTBA TI'ogen o

Analysis performed according ND / Anaaun3 nposenen no HJ(: JIT1-007239-300721

Ne Test / Ilokaszare/b | ~ Result / PesyabTaTsl Specification / Hopma
10 | Microbial limits /
MukpotunonoruyecKkas YHCTOTA NIL CFU/g a) Total aerobic microbial count - not more
than 1000 CFU/g. /
|O61ee uncno a3pobHBIX MUKPOOPTaHU3MOB
- He Gonee 1000 KOE/T.
b) Total combined yeasts and mould - not
NIL CFU/g more than 100 CFU/g. /
O6liee UYKCIO APOMOKEBBIX W IIIECHEBBIX
rpu6os - He 6onee 100 KOE/T.
Absent c) Escherichia coli - shall be absent per 1 g./
| Escherichia coli - oTcyTcTBME B 1T,
11 | Assay / KoanuecTBeHHOE
omnpeaeieHue
| - ibuprofen / ubynpoghen 395.5mg (98.9%) 360.0 mg to 440.0 mg of CisHisO:

- paracetamol / napayemamon

395.5 mr (98.9%)

321.7 mg (99.0%)
321.7 mr (99.0%)

(ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 10 440,0 Mr
Ci3His0: (ubynpoden) (ot 90,0 % 1o
110,0 % OT HOMHHAJBHOTO COJEPXKaHKsA) B
OJITHOM TIAKETHKE.

2925 mg to 357.5 mg of CsHoNO;
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 MT
CsHoNO, (mapaueramon) (ot 90,0 % mo
110,0 % OT HOMHHANBLHOTO COAEPXKAHHUSA) B
OJHOM TAaKETHKE.

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoxykT cooTBeTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
3aknwouenue: OJIOBPEHO

Prepared by / Ankit Checked by / Naresh Kumar
[loarorosneHo: IIposepeno:

=

Approved by: Manager/Executive / Pavan Kumar
Sharma 5 —

Onobpeno: Menemxep / Pyk ,III-EITGJII;

Print Date /10.01.2022
fara:

Print Date /10.01.2022
Jara:

O o )

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

Print Date /10.01.2022
JMara:

FaETaDat - U009, TeIangang, ndia

Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUDHKAT AHAJIN3A

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 898166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solutiondd@@angcbd2S mg
IIpoayxr H6ykann® Ixenpece (ubynpoden + napaneramoit), NOPOILOK AJisi HPUTOTOBJICHHUS
pacTBopa JJisi NpHeMa BHYTPb, 400 Mr+325 mr |
Batch No. / : V2102258 Batch Quantity / : 17650.000 units /
Cepust No O6bem napTun eI HNIL
Analytical Report No. / : 890001566979 Date of Analysis / : 10.01.2022
AHanuTHYeCKHUii oTueT No JaTa ananusa
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTa npou3BOACTBA I'open o

Analysis performed according ND / Anasus nposesen no HJL: JITI-007239-300721

[ Ne

Test / Iloka3zarens

| 12 Package / YnakoBka

Result / PesyabTaThl

Specification / Hopma

5gin a sachet of a combination

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

patient information leaflet in
carton pack. / Ilo 5 r B
| nakeTuxe U3
KOMOWHHPOBaHHOI O

MaTeprana (JJaMHHMPOBaHHAs
6ymara/I[IOHI1/anomuHKEBas

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./Ilo5rB
NaKeTHKe u3 KOMOUHHPOBAHHOTO
Matepuana (mraMuHMpOBaHHAS
6ymara/TI9HI1/antoMmueneBast
donera/[T2HII). ITo 6 unu 9 nakeTHKOB
BMECTE C HHCTPYKIMEH 0 MPHUMEHEHHUIO B |
naykKy KapTOHHYIO.

donpra/I[IOHIT). ITo 9
[IaKETHKOB BMECTE c
UHCTpYKIMEN 1o
NpUMEHEHHIO B nayky
| KapTOHHYIO. o
13 |Labeling / MapkupoBka According to ND. / B cootBerctsun ¢ HJI.
| 14 |Storage conditions / Store below 25 °C. / IIpu Temneparype He Boiie 25 °C,
XpaHenne
15 | Shelflife / Cpox roguocru 2 years. / 2 roa. 1

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoxykt cooTBeTcTBYET TpedoBanusm HI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Ankit
ITonrotoBneno:

Checked by / Naresh Kumar

[TposepeHo: &
- d

Approved by: Manager/Executive{ Pava ar
e =
Sharma =

Onobpeno: Menemxep / PykoBoautenb

Print Date /10.01.2022
Jlata:

Hara:

Print Date /10.01.2022

Jara:

Print Date /10.01.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




