Dr.Reddy’s ":‘

[Product

CERTIFICATE O ANALYSIS

CEPTUDUKAT AHAJIM3A

TlpoayxT

pACTBOPA AN NpHeMa BHYTPL, 400 Mr+325 Mr
Batch No. / 1 V2201734
Cepust Ne

i!\_:i 1 Hﬂ[)t]“'lHtl,‘[l"'l'ﬂll -
| Analysis performed according ND / Asanus npose/ies no HJ1: JII1-007239-300721

|Batch Quantity / .
‘Oﬁ’beM NapTHH

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.trreddys.com

Ibuclin Express (Ibuprofen+Paracctamol), powder for oral solution. 400 mg + 325 myg
U6ykann® Ixenpece (ndynpoden + napauetamol), NopouioK Ajst NpULOTORJICHIS

1_6570.00--Lmils /
168170.00 eanHm

Analytical Report No. / : 890001613569 Date of Analysis / 1 12.09.2022
AHanuTiyueckui oryer Ne JlaTa anaausa o o
Date of Manufacture / : Aug. 2022 Date of Expiry / : Jul. 2024

T'ogen no

Ne | Test / lokazarens
1 | Description / Onucanue

2 | Reconstituted solution i
| BoccTaHOBJ/IEHHBIH pacTBOp

- appearance / onucanue

- Color of the solution /
UBCMHOCHIb

|
3 | Dissolution time /
Bpems pacreopenus
4 | pH of solution / pH pacTBopa
|

[ Result / Pe3yabTaTh!

| White powder, with
characteristic odour. /

| Topouok benoro uBera ¢
XapaKTePHbIM 3aMaXoM.

‘ XapaKTepHbIM 3anaxoMm.

Complies

Complies /
CoOoTBETCTBYET

' 01 minute 25 seconds

6.6

‘ White

Specification / Hopma
to off-white powder, with a
characteristic odor. / ITopowok ot 6enoro |
10 MoYTH GENoro 1BETa, C XapaKTepHbIM
3anaxom.

| Colourless solution with a characteristic
odor shall be observed, may have small

| amount of suspended particles. /
BecuBeTHbIi PacTBOp C  XapaKTepHbIM
3aMaxoM, C BO3MOXKHbLIM COACPIKAHHEM

| HeGonplIOro KONMWYECTBA  B3BELICHHBIX |
YaCTHLL.

|Color intensity of the solution does not
exceed color intensity of reference standard |
By. / PactBop fo/keH ObITh OKpauicH He
- Gonee HHTEHCHBHO, YEM 3TaJIOH Bo. |
'Not more than 5 min. / He 6onee 5 MuH,

|
581t07.8./015,8 10 7.,8.

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoaykT cooTBeTCTBYET TPEOOBAHIAM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Ramakant

[NoaroroBneHo: w

Checked by / Pardeep Kumar

[1posepeHo: d

_J_ s

Print Date /11.10.2022

T sriry
FRT:ENEH

Print Date /11.10.2022

Approved by: Manager/Executive / Amit Kumar

Onobpeno: MGHCJE,}!(CR / PykoBoauTenb

FI\WV
\

Print Date /11.10.2022
Jara:

_jl,;ll':i;

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: 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

CEPTUDUIKAT AHAJIM3A

Product

www.drreddlys

Tel : +91 98166 56001-02

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

|ﬂp0ﬂym‘ Hoykaun® Ixenpece (ubynpoden + napameTamodt), HOPOLIOK U1 NPUTOTOBJIEHUA

[ B PACTBOpA AJ IpHEMA BHY 1L, 400 Mr+325 Mr B - -

Batch No. / 1 V2201734 Batch Quantity / : 168170.00 units /
Cepns Ne - O0bem naprTun 168170.00 eannuu
Analytical Report No. / : 890001613569 Date of Analysis / : 12.09.2022
AHAIMTHYECKUIT 0THeT No JlatTa aHanan3a -

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

JlaTa npoH3BOACTBA I"open no -

| Ne | Test / [Toka3zaTeJb Resulg_/ PesyabTaThl
5 :Identification / TlopIMHHOCTD
A) by HPLC / BO)XXKX
— Ibuprofen / ubynpogen Complies /
CoOTBETCTBYET

Analysis performed according ND / Anasus npope/ien mno HJI: JIIT-007239-300721

\— Paracetamol / napavemamon

\B) by HPLC-UV / BIXKX-Y®

|~ Ibuprofen / ubynpodhen Complics /

Paracetamol / napavemamon CoorgercTayeT

Specification / Hopma

| 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 ynepxuBaHust OCHOBHbBIX
NMUKOB Ha XpoMaTorpammax HCIbITYEMBIX

pacTBOpoOB
BpeMcHaM

JOJDKHbBI

COOTBETCTBOBATH
yIASPXKHBAHHSI

COOTBETCTBYKOUIMX OCHOBHBIX TNHWKOB Ha
XpoMaTrorpamMmax pactsopa CTaHAAPTHLIX

0bpazuos  (paszaen
onpeneneHue»).

«KonnuecTBeHHOE

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu |

NpOBEACHHUH TECTa

«KonuuecTBeHHOE

(onpezeneHuey» YD-ceKTpbl MCHbITYEMbIX
| pacTBOPOB 10JKHBI COOTBETCTBOBATH Y D-

crieKkTpam

CTaHAAPTHBIX

pacTBOpPOB

ubynpodena u napaueramora.

Remarks : The Product confirms to ND/
Hpumeuanue: ITpoaykrt coorBercTyeT TpeboBanusam HJ

Conclusion : APPROVED /

Zaxmwuenue: OJJOBPEHO

‘Prepared by / Ramakant Checked by / Pardeep Kumar

[loaroroBneno: M [TpoBepeHo:

Approved by: Manager/Executive / Amit Kumar
Onobpero: Mcue,;m(c&f PyKoBOAUTEE
/ e

v‘

“Print Date /11.10.2022 Print Date /11.10.2022

Jlara: Jara:

Print Date /11.10.2022

,’lj,n'u'.
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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

|Product

CEPTUDUKAT AHAJIM3A

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

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

IMpoaykr Hoykana® Dxenpece (ubynpoden + napaneramon), NopouIoK /st IPUroTOBJIEHNS
PAacTBOPA JLISE HPHEM: BHYTPb, 400 Mr+325 mr B

Batch No. / 1 V2201734 Batch Quantity / : 168170.00 units /

Cepus Ne O0bem napTHn 168170.00 eannnu,

Analytical Report No. / : 890001613569 Date of Analysis / : 12.09.2022

Anaautuyeckuii oryer Ne | daTa ananusa

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

Jata npou3BoACTBA - T'open po -

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

|
(Poncreedubie NpUMecH

- ibuprofen / ubynpodhen

- paracetamol / napayemamon

. Specification / Hopma |

[than 60 %. / yacTHLl pa3MepPOM MeHee

Particle size less than 2 mm — not less

than 95 %; / Yactuy pazMepom meHee 2 MM
— He meHee 95 %;

Particle size less than 0.25 mm — not less

0,25 MM — He MeHee 60 %.

Ne |  Test/Mokazatens | Result/Pesyabtathl
6 |Particle size / Pasmep uyacTHLl 100 %
93 %
| 7 Water/ Boaa 53%
‘ 8 iRclatcd substances /

Less than LOQ (1LOQ:0.04%)

Less than LOQ

Below limit of Detection (LOD:
0.01%)
BDL{Below Disregard arca 7864)

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

Individual unidentified impurity - not more
than 0.15 %. / Eavnnunas
HERIEHTU(DHUUNPOBAHHAS IPUMECH - HE ,
6onee 0,15 %.

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

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

Individual unidentified impurity - not more
than 0.10%. / Eaunnunas
HEUAECHTU(DULIMPOBAHHASL TPUMECH - HE

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoaykt coorBercTBYET Tpebosanusm HJL

Conclusion : APPROVED /
Zarkawouenue: OJJOBPEHO

Prepared by / Ramakant

[ToaroroBineHo: s
( x ;ﬁ\:

Checked by / Pardeep Kumar
[IposepeHo:

i -

L

Approved by: Manager/Executive / Amit Kumar
Onobpeno: Menenxep / Pykosoanreb

T s
—

Print Date /11.10.2022
Jara:

Jara:

Print Date /11.10.2022

JHarta:

Print Date /11.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s €%¢

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

CERTIFICATE OF ANALYSIS Distt.‘SOIan, H.P, 173 205, INDIA
CEPTUDUKAT AHAJMU3A Tel : +91 98166 56001-02

www.drreddys.com

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
|IMpoaykr Noykann® Dxenpece (nbynpoden + napaueramon), nopoiloK 1s NPUroTOBIEHHS

- pacTBOPA IS OpHeMa By Tph, 400 Mr+325 mr

Batch No. / 1 V2201734 Batch Quantity / : 168170.00 units /
Cepust Ne O6bem mapTun 168170.00 eqnHuL,
Analytical Report No. / : 890001613569 Date of Analysis / : 12.09.2022
AnasuTuyeckuif oruer N JarTa anaansa -

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

I_[aTa NpPON3BOACTBA [Tojaen po

Analysis performed according ND / Anasu3 nposenen no HJL: JITT-007239-300721

Ne | Test / [lokaszaTenn

10

iUniformity of dosage units /
OHOPOAHOCTEL J03HPOBAHMSA

i- ibuprofen / ubynpogen

~ paracetamol / napayemamoJi

Microbial limits

|
Mukpo0HoN0rH4YecKas YHCTOTA

Result / PesynbTaThl | Specification / Hopma |
“Below Disregard Limit Oonee 0,10 %. |
Total impurities - not more than 0.5%. /
Cymma npumecet - ne 6onee 0,5 %.

4.1 ‘ Acceptance value (AV) should not be more ‘
than 15.0. / [lokazatenb TPUEMIIEMOCTH
(AV) nomxen ObiTh He Gosiee 15,0. l

| Acceptance value (AV) should not be more |
than 15.0. / [lokazaresib NpUEMIEMOCTH
[(AV) nomken ObITL He 6onee 15,0

b
~1

NIL CFU/g | a) Total aerobic microbial count - not more
than 1000 CFU/g. /
(OG1Eee Yncao adpobHbIX MUKPOOPTaHU3MOB
- He 6onee 1000 KOE/T.
i ) Total combined yeasts and mould - not
NIL CFU/g more than 100 CFU/g. /
(0UWEee YMCAO0 APOXOKEBBIX M TJIECHEBBIX |
‘i'pllﬁmi - He Gonee 100 KOE/r.
Absent ¢) Escherichia coli - shall be absent per 1 g./
Fscherichia coli - orcyTcTBue B 1 T.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanne: [Tpoaykt coorsercTByet Tpebopanmam HJL 3axmouenue: OJOBPEHO
Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Amit Kumar
[ToarotoBneHo: w ITposepeno: f Onob6peno: Menemxkep / Pykooaurenb
L= = N
AN
Print Date /11.10.2022 | Print Date /11.10.2022 Print Date /11.10.2022 ]
Jlara: JHara: JHara: -

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 Laboratories Ltd.

@
Dr. Reddy,s ‘.... Formulation Unit-6

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

CEPTUDUKAT AHAJIU3A Tel : +91 98166 56001-02
www.drreddys.com
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoaykr U6ykanu® Ixenpece (ubynpoden + napaueramost), NopOMOK AJIst IPUrOTOBJIEHHS
pacTBopa JUIst TpHeMa BUy1TpL, 400 Mr+325 mr -

Batch No. / : V2201734 Batch Quantity / : 168170.00 units /
Cepus Ne - O0bem napTun 168170.00 eannuiy
Analytical Report No. / : 890001613569 Date of Analysis / : 12.09.2022
AHATHTHYECKHH 0TYeT No HJata ananusa - ]
Date of Manufacture / : Aug. 2022 Date of Expiry/ : Jul. 2024
JaTa npon3BoacTsa T'open oo
Analysis performed according ND / Ananus nposeaen no HJL: JIT1-007239-300721

11 | Assay / KosnuecTeenHoe | ' |
onpejaeneHne
- ibuprofen / ubynpodhen 411.6 mg (102.9 %) 360.0 mg to 440.0 mg of CuHisO:
411.6 mr (102.9 %) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr no 440,0 mr
C;3HisO2  (ubynpoden) (ot 90,0 % no
110,0 % OT HOMHWHAJBHOrO COAEPKAHHUA) B
OJIHOM TMaKeTHKeE.
- paracetamol / napayemamon 326.4 mg (100.4%) 292.5 mg to 3575 mg of CsHoNO,
326.4 Mr (100.4%) (paracetamol) (90.0 % to 110.0 % of label
| claim) per sachet. / Ot 292,5 mr 00 357,5 mr
CsHoNO2 (napaueramoir) (01 90,0 % A0
| | 110,0 % OT HOMUHAJILHOTO COAEPIKAHMA) B |
' | ' OJIHOM MaKeTHKE. |
— - 0 - |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [IpoaykT cOOTBETCTBYET TPeOOBAHUAM HJT 3akawuenue: OJOBPEHO
Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Amit Kumar
[ToarorosJyieHo: [TpoBepeHo: Opobpeno: Menenxep / PykoBoautens
A =t N
"
Print Date /11.10.2022 Print Date /11.10.2022 Print Date /11.10.2022
Jlara: JHara: 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: 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

CEPTUDOUKAT AHAJIN3A

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

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoaykr Noykann® Ixenpece (ubynpoden + napaueramot), NOPOUIOK /LISl IPHTOTOBJICHHS

_ pacrBopa Ajst npaema suyrpn, 400 mr+325 mr B

Batch No./ : V2201734 Batch Quantity / : 168170.00 units /
|Cepus Ne O6bem mapTnu 168170.00 eqnHuL
Analytical Report No. / : 890001613569 Date of Analysis / : 12.09.2022
AHannTuyeckuii oryer Ne B Jarta anajausa

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

JlaTa npouzBoacTBa I'ogen o

Analysis performed according ND / Auanus nposenen no HJL: JII1-007239-300721

12 | Package / YnakoBka

[
|
|
!
13 | Labeling / MapkupoBka

|
‘ 14 [Storage conditions /
‘ | XpaHnenue

|
15 ‘ Shelf life / Cpox rognoctu

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

patient information leaflet in
carton pack. / Ilo 5 r B
| naKeTnKe U3
KOMOWHMPOBAHHOTO

maTtepuana (JaMHWHHPOBAHHAS
6ymara/TTDHI/antoMunueBas

donwra/[1DHIT). ITo 9
NaKETUKOB BMECTE C
uHerpykueii no
MPUMEHERUIO B nauxy
| KAPTOHHYIO.

According to ND. / B cootserc

Store below 25 °C. / [Ipu TemnepaTtype He Bbiue 25 °C.

|
‘ 2 years. / 2 roaa.

5 ginasachet ofa combination |

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. /Ilo5r B
MnakeTnKe u3 KOMOWHHWPOBAHHOTO
Marepuana (namMuHWpoBaHHas
6ymara/TIOHI/antoMunneBas -
donsra/lIOHIL). Ilo 6 uau 9 naketnkos
BMECTE ¢ MHCTPYKUWCH MO NPUMEHEHHIO B
MavyKy KapTOHHY!IO.

ITBHH ¢ ML

Remarks : The Product confirms to ND/
ITpumeuanue: [Tpoaykt cooTBeTCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akmouenue: OJJIOBPEHO

Prepared by / Ramakant

[1oArOTOBAEHO: x .&E‘&/

Checked by / Pardeep Kumar

[IpoBepeHo:
-

Approved by: Manager/Executive / Amit Kumar
Opobpeno: Menemxep / Pyxosoaurens

.
—
s

Print Date /11.10.2022
JlaTa:

Print Date /11.10.2022
Jlara:

Print Date /11.10.2022
Jlara:
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