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

CEPTHOHKAT AHAJIU3A Tel : +91 98166 56001-02
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral sulfft%%%g’ PHas mg O
IIpoaykTr Hoykann” Ixenpece (ndynpoden + napaueramod), OpOIOK Qs IPUroTOBICHHS
pacTBopa st ipuemMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2102232 Batch Quantity / : 17645.000 units /
Cepns Ne O6neM napTHH eNUHNLL |
Analytical Report No. / : 890001567042 Date of Analysis / : 10.01.2022
AHaJuTHYeCKHIt oT4yeT Ne JlaTa anann3za
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTta npoH3BOACTBA Togen 10

Analysis performed according ND / Ananus nposenen mo HL: JITI-007239-300721

Specification / Hopma

| Ne | Test / IToka3sareb Result / PesyapTaThl
| 1 |Description / Onucanue White powder, with | White to off-white powder, with a
characteristic odour. /| characteristic odor. / Ilopomok ot 6enoro

[lopouiok ©Oenoro upera ¢
XapaKTepHbIM 3aIlaXOM.

XapaKTEPHbIM 3al1axXOM.

0 IIOYTH 6enoro uBeTa, ¢ XapaKTEepHbIM
3armaxom.

—

2 | Reconstituted solution /

- appearance / onucanue

BoccTaHOBIEHHBIH pacTBOp

Complies

Colourless solution with a characteristic

odor shall be observed, may have small
amount of suspended particles. /
BecuBeTHBIH pacTBOp € XapaKTEePHBIM

3araxoM, C BO3MOKHBIM COJEPXKAHHEM
HeGOBIIOr0  KOJMYEeCTBA  B3BEWEHHBIX

L YacTHLl.
Ne | Test / [Toka3zaTeJb Result / PesyabTaThl Specification / Hopma |
|- Color of the solution / Complies / Color intensity of the solution does not
UgemHocmb CoOTBETCTBYET exceed color intensity of reference standard

By. / PacTBOp M0/KEH OBITH OKpalleH He
Bonee HHTEHCHBHO, YeM 3TaJOH Bo.

3 |Dissolution time /
Bpewmsi pacTBOpeHHSA

1minute 43 seconds

Not more than 5 min. / He 6oniee 5 Mus.

4 'pH of solution / pH pacrBopa

6.7

5.8t07.8./015,8 no 7,8.

Remarks : The Product confirms to ND/
Ipuveuanne: [IpoayKT cooTBETCTBYET TpedosaHisam HJT

Conclusion : APPROVED /
3aknaouenue: ONOBPEHO

Prepared by / Ankit

]'Ionromaneﬂml

Checked by / Naresh Kumar
IIposepeHo:
posep -

Approved by: Manager/Executive / Pavan Kumar

Sharma

Jern——

OnobpeHo: Menemxep / Pymsom-rreﬁﬁ'//

Print Date /10.01.2022
JarTa:

Print Date /10.01.2022
JHara:

Print Date /10.01.2022
HaTa:

Regislered UTice: 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 Laboratories Ltd.
Formulation Unit-6

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

CEPTHOHKAT AHATIM3A

Tel : +91 98166 56001-02

Ibuclin Express (Ibuprofen+Paracetamol),_ powder for oral sollt 1(¥¥i§jgﬁﬂul¥15g'cﬂq'§25 mg

Product

IIpoayxTt Hoyxknun® Dxcnpece (uGynpoden + napaneramodn), HOPOIIOK A1 MPUTOTOBJIEHHST
pacTBopa AJjis NpuemMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2102232 Batch Quantity / : 17645.000 units /

Cepusi Ne O6bem napTui CIMHHLL

Analytical Report No. / : 890001567042 Date of Analysis / : 10.01.2022

AnaguTH4yeckuii oryeT No JlaTa anajnnza

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

JlaTa npoH3BOACTBA T'ojen 10

Analysis performed according ND / Ananus nposeaen no HJL: JII1-007239-300721

| Ne |

Test / Iloka3zaTeanb

Result / Pe3yabTaThl

Specification / Hopma

[ 5 |[dentification / [TogJMHHOCTE

A) by HPLC / BOXKX

— Ibuprofen / ubynpogen

— Paracetamol / napayemamon

B) by HPLC-UV / B2XKX-Y®
— Ibuprofen / ubynpoden

— Paracetamol / napayemamon

Complies /
COOTBETCTBYET

Complies /
CooTBETCTBYET

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). / Bpems ynepiH1BaHHsi OCHOBHBIX
[MKOB Ha XPOMaTOrpamMMax HCIBITYEMBIX
pacTBOpOB  JOKHBI  COOTBETCTBOBATH
BpeMeHaM YACPKUBaHUS
COOTBETCTBYIOIIUX OCHOBHBIX ITHKOB Ha
XpoMaTorpaMmax pacTBOpa CTaHAApTHBIX
obpasuoB  (pasmen  «KonMuecTBEHHOE
onpeneneHuen),

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoefienn  Tecta  «KoJnuecTBeHHOE
onpeneineHyey Y®-CIEKTpbl HCHBITYEMbIX
PacTBOPOB JOJDKHBI COOTBETCTBOBaTh Y-
CTIEKTpaM CTaHZAPTHBIX pacTBOpoOB
nbynpodeHa u napaueramona.

6 |Particle size / Pazmep yacTHl

100 %

88 %

Particle size less than 2 mm — not less

than 95 %,; / YacTul pa3sMepoM MEHee 2 MM
— He MeHee 95 %;

Particle size less than 0.25 mm —not less
than 60 %. / 9acTHL pa3MepoOM MeHee

0,25 MM — He MeHee 60 %.

Remarks : The Product confirms to ND/
M pumeuanne: IIpoaykt coorBeTcTBYET Tpebopanusam H/J

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

Prepared by / Ankit
IToaroTosieHo:

(A

Checked by / Naresh Kumar
IIposepeHno: 6-":-

-—

Approved by: Manager/Executive / Pav
Sharma fi}—»
Onobpeno: Menenxep / Pymsonuwﬁir’/‘

Kumar

Print Date /10.01.2022
JHara:

Print Date /10.01.2022
Jlara:

Print Date /10.01.2022

Registered O

fice: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India

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

CIN: LB5195AP1984PLC0O04507

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

CEPTH®HKAT AHAJIM3A

Tel : +91 98166 56001-02

| {PoacTBeHHBIE npuMeCcH

- ibuprofen / ubynpodghen

- paracetamol / napayemamon

BDL (disregard area 12439)

BDL

BDL (disregard area 7777)

BDL (disregard area 7777)

Product Ibuclin Express (Ibuprofen+Paracetam0i), powder for oral solﬂvtvi‘?)nr'{%drxg' s mg_
Iponykt Hoyxaun® Dxenpece (uGynpoden + napaneramost), NOpOILOK A/isi APHTOTOBJIEHHUSI
pPACTBOPA 151 IpHeMa BHYTPb, 400 mr+325 mr

Batch No. / 1 V2102232 Batch Quantity / : 17645.000 units /

Cepusi Ne O0bem naprun eAMHHLL

Analytical Report No. / : 890001567042 Date of Analysis / : 10.01.2022

AHanuTH4YecKnid oTyeT Ne JlaTa aHa/u3a

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

JlaTa npou3BOACTBA I'onen no

Analysis performed according ND / Anaans nposegen no HJI: JITI-007239-300721

_Ng_ Test / IlokazaTenn Result / Pe3yabTaThl Specification / Hg_pﬁa |
7 |Water / Bona 4.8 % Not more than 8.0 % w/w. / He 6onee 8,0 %.
8 [Related substances/

Individual unidentified impurity - not more
than 0.15 %. / EnviHnuHas
HEUJEHTUDUIIUPOBAHHAS IPUMECD - He
6oiee 0,15 %.

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

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

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

HeuAeHTH GUIMPOBaHHAs IPUMECE - He
6onee 0,10 %.

Total impurities - not more than 0.5%. /

- paracetamol / napayemamoin

BDL
Cymma npumeceii - He 6onee 0,5 %.
9  |Uniformity of dosage units /

OAHOPOAHOCTL JO3HPOBAHHSA

- ibuprofen / ubynpogen 2.8 Acceptance value (AV) should not be more
than 15.0. / IlokazaTenb IpUeMIIEMOCTH
(AV) nomxeH 66T He 6o11ee 15,0.

213 Acceptance value (AV) should not be more

than 15.0. / [ToxazaTens puemMJIieMOCTH
(AV) nomxex 6bITh He 6onee 15,0.

Remarks : The Product confirms to ND/

ITpumeuanue: [Iponykt cootBeTcTBYeT Tpedosanusam HJT

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by / Ankit
IToxrorosieHo:

/B

Checked by / Naresh Kumar
IIposepeno:

&

Approved by: Manager/Executive //J Pavan Kumar

Sharma =
Onobpeno: Menemxep / PykoBomwerms

\._iaw-—-—-?

Print Date /10.01.2022

Jara: Hara:

Print Date /10.01.2022

Print Date /10.01.2022
Jlata:

Regisiered Uiice: 8-2-33/7, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td,
Formulation Unit-6

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

CEPTH®HUKAT AHAJIH3A

Tel : +91 98166 56001-02

Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solugion. 300 ni§¥ s mg

Jara nponsBoacTBa

Product

IIpoayxr Hoykaun® Dxenpece (ubynpoden + napaneramod), HOPOLIOK sl NPUTOTOBIEHHSI
pacTBOpa LIS NpHeMa BHYTPb, 400 Mr+325 mr

Batch No. / : V2102232 Batch Quantity / : 17645.000 units /

Cepust Ne O6beM napTHn eANHUL

Analytical Report No. / : 890001567042 Date of Analysis / : 10.01.2022

AHaJuTHYeCKHi oTyeT No JlaTa anaiamsa

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

lojeH 1o

Analysis performed according ND / Ananus nposenes no H/I: JIT1-007239-300721

I Ne Test / IlokazaTeib

Result / Pe3yabTaThl

| Specification / HOp_M; -

10 | Microbial limits /
MugpoduooruyecKkas Yucrora

NIL CFU/g

NIL CFU/g

Absent

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

O61ee YUcio a3poOHBIX MUKPOOPraHU3MOB
- ne 6osee 1000 KOE/T.

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

|O611ee 4UCNO APOXIKEBBIX U IUIECHEBBIX

rpu6os - He Gonee 100 KOE/r.
c) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyTcTtBUe B 1 T.

11 | Assay / KonuuectBeHHOE
| ompeneieHune
- ibuprofen / ubynpogen

- paracetamol / napayemamon

401.3 mg (100.3%)
401.3 mr (100.3%)

326.7 mg (100.5%)
326.7 mr (100.5%)

360.0 mg to 440.0 mg of Ci3HisO:
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 10 440,0 mMr
Ci3sHis02 (ubympoden) (ot 90,0 % npo
110,0 % OT HOMHHANBHOTO COAEPXKAHHs) B
OJIHOM 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 mMr
CsHoNO, (mapaneramon) (ot 90,0 % mo
110,0 % OT HOMUHAJBLHOTO COAEPKAHH) B
OJIHOM TMAKETHKE.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ipoaykt cooreercTByeT Tpeboanmam HJT 3axmouenue: OJJOBPEHO
Prepared by / Ankit Checked by / Naresh Kumar Approved by: Manager/Executive / ng_an Kumar
IMoxroroBneHo: - [Iposepeno: & Sharma S =T
ﬂ X Onobpeno: Menemxep / Pyl\'osnm-rreﬁﬁ":
—
Print Date /10.01.2022 Print Date /10.01.2022 Print Date /10.01.2022
JlaTa: Jara: Jara:
Registered Office: 5-2-337, 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 Laboratories Ltd.

Qe
DI’. Reddy,s Q... Formulation Unit-6

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

CEPTHOHUKAT AHAJTHU3A Tel : +91 98166 56001-02

Product : Ibuclin Express (IbuprofentParacetamol), powder for oral solmmfﬁg%?g.% mg '
Ilpogykr : H6yknun® Dxenpece (uGynpoden + mapaueramod), MOPOLIOK AJIsi IPUTOTOBJIEHUS

pacTBOpA /UIsl TpHEeMa BHYTpPb, 400 Mr+325 mr
Batch No. / 1 V2102232 Batch Quantity / : 17645.000 units /
Cepus Ne OoBeM napTHH ennHHL
Analytical Report No. / : 890001567042 Date of Analysis / : 10.01.2022
AHanuTudeckuii oTyeT No - Jara anaausza
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTa npoH3BOJACTBA Tonen a0
Analysis performed according ND / Anamus nposenen mo HJL: JITI-007239-300721

[ Ne |  Test/Tlokazarean Result / Pe3yabTaThl Specification / Hopma B

| 12 |Package / Ynakoeka 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). 9 sachets and|information leaflet in carton pack./Ilo5rB
\patient information leaflet in|naxeruke u3 KOMOMHUPOBAaHHOI'O
carton pack. / Ilo 5 r B|marepuana (naMHHMpOBaHHaA
TTaKeTHKE u3  6ymara/TIOHI1/anomnaneBas
KOMOMHHUPOBaHHOIO donbra/[TOHII). Ilo 6 unm 9 nakeTUKoB

MaTepuana (NaMHHHPOBAHHAas |BMECTE C MHCTPYKLMEH N0 NMPHUMEHEHHIO B
6ymara/IIDHIT/anoMuHueBas |nayky KapTOHHYIO.
donwra/TIDHIT). Ilo 9

[aKETHKOB BMECTE c
HHCTPYKLUEH no
[IPUMEHEHHIO B nauky
. | KapTOHHYIO. |
13 |Labeling / MapxupoBKa According to ND. / B cootserctBuu ¢ HJI.
14 |Storage conditions / Store below 25 °C. / Ilpu Temnepatype He Bbie 25 °C. Bl
XpaHenue
15 [Shelflife / Cpok rognocta 2 years. / 2 roza.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpogyKT cooTBeTCTBYET TpedoBanusM HJT Zaxmouenne: OJJOBPEHO
Prepared by / Ankit Checked by / Naresh Kumar Approved by: Manager/Executive //Pavan Kumar
IToaroroBaeHo: _ [IposepeHo: ' Sharma ho~—=
& Onobpeno: Menemxep / Pyxosox{
Print Date /10.01.2022 Print Date /10.01.2022 Print Date /10.01.2022
Hara: Hara: Jara:

Registered Ullice: 8-2-337, Road No. 3, Banjara HINs, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




