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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

CEPTHOUKAT AHAJIU3A

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

Mpoaykr H6yrkmn® Jxenpecc (uGynpoden + NmapaneTamMoJ), TOPOINOK A/f IPHrOTOBICHHS
pacTBOpa A/ (pHeMa BHYTPb, 400 mr+325 mr )

Batch No. / : V2202465 [Batch Quantity / : 166940.00 units / |
Ii‘Cepml Ne - O6Bem NapTHH_ 166940.00 ennpuil
Analytical Report No. / : 890001631863 Date of Analysis / : 07.12.2022
Anasnurayeckuii oryer Ne . JlaTa aHanusa

Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024

JlaTa npou3BOACTBA  |Yonen 1o

Analysis performed according ND / Ananus npoBejeH no HJ: JII-007239-300721

T Ne | Test/TlokasaTens
1 | Description/ Onucanue

]

© Result/Pesynbrarsi | Specification/Hopwa
Off white powder,

with| White to off-white powder, ‘with a

characteristic odour. /| characteristic odor. / Ilopotiok ot 6enoro
Iopowok 6Genoro uBera C| A0 MOYTH fenoro UBeTa, C XapaKTEPHBIM |

XapaKTepHbIM 3anaxom.

XapaKTepHBIM 3aI1aX0M.

3arnaxoM.

{
1
|
i
i
i

| 2 |Reconstituted solution / Complies Colourless solution with a characteristic |
BoccTaHOBIEHHBIR pacTBOP odor shall be observed, may have small
amount of suspended particles. /'
- appearance / ORUCAHHE DBecLBETHbIH pacTBOP C XapaKTEpHbIM
| | 2a7laXxoM, C BO3MOXHBIM COJEPXKaHHEM
‘ HeGONBIIOTO KOJWYECTBA  B3BELUEHHBIX
—_— ' B | wacTuLL. - ]
- Color of the solution / Complies / Color intensity of the solution does not
YeemHoOCmb COOTBETCTBYET exceed color intensity of reference standard
i Bo. / PacTBOp HOMKEH OBITH OKpAIlIEH HE!
L ) | 6ornee MHTEHCHBHO, HEM 3TANOH By,

3 | Dissolution time / 01 minute 01 seconds Not more than 5 min. / He 6onee 5 MHH.
| Bpemsi pacTBOPEHHSA i o R

4 ! pH of solution / pH pacTBopa 6.6 5.8t07.8./015,8 no7,8.

e il I _ - 1 ]

Remarks : The Product confirms to ND/

Ipumeuanue: [IpOAYKT COOTBETCTBYET Tpeboanuam HIL

Conclusion : APPROVED /
3axmouenue: QJJOBPEHO

Prepared by / Naresh Kumar Checked by / Himesh Kumar

IToAroTOBJIEHO! C( [TposepeHo:
Y "Lr R o
< i .

Approved by: Manager/Executive / Manoj Kumar
OnobpeHo: Menemxkep / PykoBoante!ib

\w}; Lu;v(

JHata: JHata:

Print Date /07.12.2022 Print Date /07.12.2022

Print Date /07.12.2022
JaTa:

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
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Product : Ibuclin Expvl;;sm(mib{ip;l)fen+Paracetéﬁloii,\/powﬁer for oral solution, 400 mg + 325 mg

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

CEPTUOHKAT AHAJIM3A

Opoaykr : H6ykaun® Ixcnpece (ubynpoden + napaneramos), NOPOIOK A/ MPHTOTOBJICHHS
pacTeopa il npuemMa BHYTpb, 400 mr+325 mr

Batch No. / : V2202465 Batch Quantity / : 166940.00 units /
Cepusi Ne O0Bbem napTun 166940.00 eanuuy,
Analytical Report No. / : 890001631863 Date of Analysis / : 07.12.2022
AnaJHTHYeCKHIT 0TueT Ne JaTa ananusa

Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024

Jara npou3BoacTBa Topen go

Analysis performed according ND / Anamiz nposened mo HJI: JIII- 007239-300721

5 ,’Identlﬁcatmn / HoaMHHOCTh

Ne 7 Test/Tloka3zateas " Result/ PesybraThI

Specification / Hopma '
The retention times of the main peaks 1;1-{1_16
chromatograms of test solutions should\
correspond to those in the chromatograms of k
reference  standards  solution (Assay,
|section). / Bpems ynepxHBaHHs OCHOBHBIX |
%nm(os Ha XpOMarorpamMmax HCHbITyeMbIX
| pacTBOPOB  HOJDKHBI ~ COOTBETCTBOBATH
| BpeMeHaM YAEPKHUBAHUS
‘coome'rcrsy}omnx OCHOBHBIX ITHKOB Ha
' XpoMaTorpamMMax pacTBOpa CTaHAAPTHBIX |
obpasuos  (paznen «KOJ’[H'-leCTBeHHOCI
onpeseneHue).

A) by HPLC / B3XX

|~ Ibuprofen / ubynpogen Complies /

| CoorsercTByeT
‘— Paracetamol / napayemamon

'B) by HPLC-UV'/ BIAX-Y®

- Ibuprafen / noynpoden Complies /

— Paracetamol / napayernaon CooteeTcTBYET

‘When carrying out the "Assay" test, the
UV spectra of the test solutions should|
1correspond to those of ibuprofen and|
|paracetamol standard solutions. / Ilpu|
|mpoBenennn  Tecta  «KonuyecTReHHOE
omnpefieneHuey Y®-CNEeKTpsl HCIBITYEMBIX
pacTBOPOB JOJ/DKHBI COOTBETCTBOBATL Y D-
CEeKTpaM  CTAHAAPTHBIX  PacTBOPOB
' HGynpodeHa 1 napaneTamorna.

Remarks : The Product confirms to ND/
Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Naresh Kumar

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

[NoaroroBnexo: @/ I1poBepeHo: }‘ | Onobpeno: Menemxep / Pyxosoane:
S s

Print Date /07.12.2022 Print Date /07.12.2022 Print Date /07.12.2022

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: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTUDPUKAT AHAJIH3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg +325 mg |
Ipoaykr : H6yxnuu® Ixenpece (ubynpoden + napaneTamoJr), NOPOLUIOK AJIsi NPHIOTOBAEHUS
pACTBOpA AJISl IpUeMa BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2202465 !Batch Quantity / : 166940.00 units /
Cepus Ne 'O0BLeM APTHH 166940.00 equuuy
Analytical Report No. / : 890001631863 ‘Date of Analysis / : 07.12.2022
AnanuTuyeckuit oryeT Ne JlaTa ananuza 0
Date of Manufacture / : Nov-2022 |Date of Expiry / : Oct-2024
JlaTa npou3BOJACTBA ~__|Topen no
Analysis performed according ND / Ananus nposepnen mo HJ: JIII-007239-300721

N Test / lloxasaTens ~ Result/Pesynbtatel
6 Particle size / Pa3mep yacTHI 100 %
94 %
| |
7 !Wﬁter / Bona f 52%

8 Related substances /

PoncTBennbie HnpuMecHu

- ibuprofen / ubynpogen ~ Less than LOQ (LOQ:0.04%)
' l
|
Less than LOQ
- paracetamol / napayemamon Below limit of Detection (LOD:
0.01%)

BDL(disregard area5909)

BDL

' — He MeHee 95 %;

~ Specification / Hopma

Particle size less than 2 mm — not less

than 95 %; / YacTuu pasmepoM meHee 2 MM
Particle size less than 0.25 mm —not less |
than 60 %. / 4acTHLl pasMepoM MeHee \
0,25 MM — He MeHee 60 %.

Individual unidentified impurity - not more |
than 0.15 %. / ExuHuuHas

HEHUAEHTHMUIHPOBAHHAS PHMECD - HE
:Gozee 0,15 %.

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

Impurity K - not more than 0.15%, /
[pumecs K - He Gonee 0,15 %.

[Individual unidentified impurity - not more
than 0.10%. / Enquuudsas

[HenneHTH GHIMPOBAHHAS IPHMEC - HE
!Gonee 0,10 %.

iTotal impurities - not more than 0.5%. / |

Remarks : The Product confirms to ND/ Conclusion : APPRO—VED /
Ipumeuanue: [Iponykt coorBeTcTByeT Tpebopanusm HJI 3akmwuenre: OJIOBPEHO

Prepared by / Naresh Kumar | Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar

[oaroToBJyeHo: C, Hposg’ﬁ‘ Opobpeno: Menemxep / PykoBogitens
YV s - -

Print Date /07.12.2022 Print Date /07.12.2022 Print Date /07.12.2022
Hara: Hara: 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: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTUDPUKAT AHAJIM3A
[Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hponykr : H6yxnun® Ixenpecc (nGynpoden + napaneTamost), IOPOILOK AJIA NPHTOTOBIEHHS
pacTBOpA AJISl IPpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2202465 Batch Quantity / + 166940.00 units /
Cepus Ne O6beM NapTHH 166940.00 equnuiy
Analytical Report No. / : 890001631863 Date of Analysis / : 07.12.2022
ApajauryyecKui oTyeT No JlaTa ananu3a
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
JlaTa nIpoH3BOACTBA T"onen no
_Analysis performed according ND / Anau3 npoBefier o H: JII1-007239-300721
Ne | Test/Ilokasarem Result / PesyabTaTel Specification / Hopma

9 ‘Uniformity of dosage units /
|{OnHOPOAHOCTH NO3HPOBAHNS

|
1

A Ho l
Cymma npuMece’i - He 6onee 0,5 %. l
!

S
10 | Microbial

|

ibuprofen / ubynpogpen 3.7
- paracetamol / napayemamon 27
limits /
| Mukpo6uooruyeckas 9HCTOTa NIL CFU/g
NIL CFU/g
Absent

| Acceptance value (AV) should not be more t
| than 15.0. / [TokazaTens NpueMIeMOCTH
(AV) nomxen 6b1Th He Honee 15,0.

Acceptance value (AV) should not be more
than 15.0. / TToxa3aTens npueMIeMOCTH
_(AV) pomxen 6bITh He Gonee 15,0.

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

O61ee vucao a3pobHBIX MUKPOOPraHM3MOB
- He 6onee 1000 KOE/r. i
b) Total combined yeasts and mould - not
more than 100 CFU/g. /

Obuiee YUCIO APOXOKEBBIX M IIECHEBBIX
rpuboB - He Honee 100 KOE/r.

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

Remarks : The Product confirms to ND/

Ilpumeuanne: IIponykT cootercTyeT Tpebopanusam HIT

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

Prepared by / Naresh Kumar | Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar

IToArOTOBJIEHO: ITposepeno: \ ___ | Onobpero: Menegxep / P}'mtlvmm|-n"e:u,7
Y ,

Print Date /07.12.2022 Print Date /07.12.2022 Print Date /07.12.2022 )

Jara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@
g, e® Formulation Unit-6
Dr’ Reddy S Q-’ Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHDOUKAT AHAJIN3A

Product  : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg ]
HNpomyxr : M6yxanu® Dxcupece (ubynpoden + napaneramoi), IOpoOMIOK AJs NIPHTOTOBJIEH USl

pacTBOpa A/ IpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2202465 Batch Quantity / : 166940.00 units /
Cepus Ne _|O6bem napTau 166940.00 enunuy
Analytical Report No. / : 890001631863 Date of Analysis / : 07.12.2022
AHaJUTHYECKHH 0T4YeT No Jarta ananusa
Date of Manufacture / : Nov-2022 Date of Expiry / ¢ Oct-2024
JlaTa npoM3BOACTEa T'open no -

Analysis performed accordihg ND / Ananu3 npoBefieH o H: JITI-007239-300721

Ne | Test / Iloxasatenn ‘ Result / Pesy.israter Specification / Hopma
11  Assay / KonuyecTBenHoe
onpejeneHue
- ibuprofen / ubynpogen 396.5mg (99.1 %) 360.0 mg to 440.0 mg of C;3H;30;]
‘ 396.5mr (99.1%) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mMr no 440,0 Mr
; {Ci3Hi1302  (mbynpoden) (or 90,0 % 1o
| 110,0 % oT HOMHHAJILHOTO CONEPKAHHS) B
OJIHOM TIAKETHUKE.
l
(- paracetamol / napayemamos 324.0 mg (99.7%) 2925 mg to 3575 mg of CsHyNO,
324.0 mr (99.7%) (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 mr
CsHoNO, (napaueramon) (or 90,0 % no
110,0 % oT HOMHHAIBHOTO COMEPIKAHHMS) B
OJHOM TaKETHKE.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuganne: [Ipogykr cooTsercTByeT Tpeboranusm H]J 3aknouenne: OJOEPEHO

Prepared by / Naresh Kumar | Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar

[TogroroBneHo: & TIpoBepeno: Opnobpeno: Menemxep / Pyrogogirens
i Q—J——”“CB /

3}\”, (XA g .

Hara:

Print Date /07.12.2022 Print Date /07.12.2022 Print Date /07.12.2022

Hara: 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
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Dr. Reddy's Laboratories Ltd.

Qo
9 q.. Formulation Unit-6
Dr‘ Reddy S e Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg ]
Mponykr : H6yknun® Ixenpece (Mbynpoden + mapaneramon), NOPOLIOK AJIS NPHTOTOBIEHHS

pacTBOpa LIS npHeMa BHYTPb, 400 Mr+325 mr )
Batch No. / 1 V2202465 Batch Quantity / : 166940.00 units /
'Cepus Ne O0BeM mapTuu 166940.00 equnun
[Analytical Report No. / : 890001631863 Date of Analysis / : 07122022 |
AnaguTHYecKmii 0T9eT No Hara apanusa o
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
JlaTa npou3BOACTBA Topenmo

Analysis performed according ND / Ananus nposegex no HJ: JITI-007239-300721

SN Test / Iloxasaresn ~ Result/PesyabraTel Specification / Hopma
12 Packag“e/ Ynakoeka 5 ginasachet of a combination 5 g in a sachet of a combination material
material (laminated (laminated paper/LDPE/aluminum |
- paper/LDPE/aluminum foil/ILDPE). 6 or 9 sachets and patient|
(foil/LDPE). 9 sachets and information leaflet in carton pack./ITo5r s
{patient information leaflet in makeTuke 13 KOMOHWHHPOBAHHOTO
jcarton pack. / Ilo 5 r BImartepuana (namMHHKpOBaHHas
| MaKeTHKe u3 6ymara/[IOHII/anomunnesas
| KOMBHHHPOBAHHOTO donera/TIBHIT). Mo 6 unu 9 nakeTnkor
| matepnana (TaMMHHPOBAHHAS | BMECTE C MHCTPYKUMeEH N0 MPUMEHEHHIO B

fGymara/HQHH/aanHHHeBaﬂ | mauky KapTOHHYIO.

]

{ donbra/TIDHI]). Mo 9
| IaKETHKOB BMECTE c
| MHCTpyKLuelH no|
! \IDUMEHEHHIO B Mauky
‘ ‘ | KAPTOHHYIO. .
13 Labeling / MapkupoBka ' According to ND. / B cootsetctsum ¢ HJI.
14 {Storage conditions / Store below 25 °C. / [1pu Temneparype He Boime 25 °C.
| Xpanenne
15 ' Shelf life / Cpox roanocTu 2 years. / 2 rozia.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumedganne: IIponykT cooTBeTcTBYET TpeboBanusm H]T 3axarogenne: OJOEPEHO

Prepared by / Naresh Kumar | Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar
IToarotoBneHo: [IporepeHo: ——1 Onobpeno: Menemxep / PykoBoanTe b

M c»‘—/"' B ' /

Q ; \HM

Print Date /07.12.2022 Print Date /07.12.2022 Print Date /07.12.2022
Jlara: Jarta: 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



