Dr. Reddy's Laboratories {td.
Formulation Unit-6

Vill. Kho!, Malagarh Road, Baddj,
Distt. Solan, H.P.. 173 205, IND1a
Tel : +91 68166 56001-02
www.drreddys.com

Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoaykr Uoykaun® Ikenpece (udynpoden + napaneramost), NOPOUIOK AJIsl IPUTOTOBJEHHS
pacTBoOpa AJsl IpueMa BHYTpPb, 400 Mr+325 mr N
Batch No. / : V2201665 Batch Quantity / : 167150.00 units /
Cepus Ne Oonem napTun 167150.00 equni |
Analytical Report No. / : 890001609470 Date of Analysis / : 23.08.2022
|AHAIHTHYECKHH OTUeT Ne JlaTa aHajiu3a -
Date of Manufacture / : July. 2022 Date of Expiry/ : Jun. 2024
JaTa npou3BoJCTBa TI'open po
Analysis performed according ND / Anaqu3s nposeaen mo HJI: JII-007239-300721
No Test / Iloka3zaTenb [ Result / PesyabTaTnl I Specification / Hopma ]
1 |Description / Onucanne White powder, with|White to off-white powder, with a|
characteristic odour. /| characteristic odor. / [Topouiok oT 6enoro
ITopourok ©Genoro upera c¢| 0 MOYTH OENOro LBETA, C XAPAKTEPHbLIM |
XapaKTepHbIM 3aMaxoM. 3anaxom.
|
XapaKTepHbIM 3aMaxom. '
|
| —
2 |Reconstituted solution / | Complies | Colourless solution with a characteristic|
BoccTaHoB IeHHBIH pacTBOp | odor shall be observed, may have small
amount of suspended particles. /
- appearance / ONUCAHUE BecuBeTHblli pacTBOp C XapaKTepHbIM
3aMaxoM, C BO3MOXHBIM COJAEPKaHHEM
HeBGONBLUIONO  KOMMYECTBA  B3BEUIEHHBIX
HaCTHLL
- Color of the solution / Complies / Color intensity of the solution does not |
 UsemHocHY CooTBeTcTBYyET exceed color intensity of reference standard

By. / PacTBOp moykeH ObITh OKpallieH He
foNee HHTEHCHBHO, YeM 3TaNoH Bo.
Not more than 5 min. / He 6onee 5 miH.

3 | Dissolution time / 03 minutes 25 seconds
Bpewmst pacTBopeHus

4 |pH of solution / pH pacTBOpa

6.7 5.8t07.8./0t15,8 no7,8.

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Remarks : The Product confirms to ND/
Ilpumedanne: [IpoaykT cooTBeTcTBYET TpeboBannam HJJ

Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
ﬂozxromanemg}gﬁ/ ITposepeHo: __]:’_ Onobpeno: Menemxep / PykoBoaurens
\ = - h LR ’

Print Date /23.08.2022
Jarta:

Print Date /23.08.2022
JlaTa:

Print Date /23.08.2022
Jarta:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.F., 173 205, INDiA
Tel : +91 98166 56001-02

CEPTHDHNKAT AHAJIM3A

www.drreddys.com

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

IMpoayxT Uoyrann® Ikenpece (udynpoden + napamneramo.n), HOPOUIOK [AJIst TPHTOTOBJICHHs
pacTBOpa AJIA IpUeMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2201665 Batch Quantity / : 167150.00 units /

Cepust Ne O0nem napTun 167150.00 enunny

Analytical Report No. / : 890001609470 Date of Analysis / : 23.08.2022

AHaJIUTHYECKHHA oTdeT No - JlaTa ananu3za

Date of Manufacture / : July. 2022 Date of Expiry / : Jun. 2024

Jarta npousBoacTBa Tonen mo

Analysis performed according ND / Anaams nposeaen no HJI: JII1-007239-300721

Ne | Test / IToxkazaTean
5 Identification / [ToqTHHHOCTE
) by HPLC / BIXKX

— Ibuprofen / uoynpoghen

— Paracetamol / napavemamon

Result / PesyabTaThl

Complies /
CooTBeTCTBYET

~ 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). / Bpemsi yaepxuBaHus OCHOBHbBIX
MAKOB HA XpOMArorpaMMax MCIBITYEeMbIX
pacTBOPOB  JIOJKHBI  COOTBETCTBOBATh
BpeMEHaM YACPKUBAHUA
COOTBETCTBYIOLIUX OCHOBHLIX IMKOB Ha
XpoMaTorpaMmax pacTBOpa CTaHAApPTHBIX
obopazuo  (paznen  «Konu4ecTBEHHOE
OlIpeJesIEHHE).

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

— Paracetamol / napayemamon

Complies /
CooTBeTcTBYET

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposefieHn  Tecta  «KonnuecTBeHHoe
oripeneneHue» Y D-CeKTpbl HCHBITYEMbIX
PACTBOPOB AOJDKHBI COOTBETCTBOBATh Y D-
[ ciekTpam CTaHAAPTHBIX pacTBopoB
; nbynpodena u napaueraMmona.

Remarks : The Product confirms to ND/

Ilpumeuanue: [Ipoaykt coorBeTcTBYET TpeboanusM HJI

Conclusion : APPROVED /
3akawuenue: OJJOGPEHO

Prepared by / Ramakant

IToproToBieHo: w

Checked by / Pardeep Kumar
IIpoBepeHo:

<

—

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menemxep / PykoBogutenb

Tl

Print Date /23.08.2022

Jara: Hara:

Print Date /23.08.2022

Print Date /23.08.2022
Jara:

Registered Office: 3-2-237, Road No. 3, E

njara Hills, Hydarabad - 560034, Teiangany, india

Tel: +91 10 4900 2900, Fax: =91 40 4900 2¢59, Emaii: mail@drraddys.comi
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Dr.Reddy’s ‘%.'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 28166 56001-02

CEPTHDHUKAT AHAJIU3A

www.drreddys.com

pacTBopa AJds npHemMa BHYTpPhb, 400 mr+325 mr

[Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg_
MNpoaykr : Hoykauu® Ixenpece (ndynpoden + napaueramod), IOpoLIOK s IIPHTOTOBJIEH ST

Batch No. / 1 V2201665 Batch Quantity / : 167150.00 units /

Cepus Ne O0nem napruu 167150.00 eanniy
Analytical Report No. / : 890001609470 Date of Analysis / : 23.08.2022
AHanurnueckuii otuet Ne JlaTa anaausa |
Date of Manufacture / : July. 2022 Date of Expiry / : Jun. 2024

JlaTa NpOU3BOACTBA T'onen no

Analysis performed according ND / Ananu3 nposeaen no HJI: JII-007239-300721

Ne | Test / lloka3aTenb | Result/ Pe3yabTaTnl Specification / Hopma
6 |Particle size / Pazmep uacTuuy 100 % Particle size less than 2 mm — not less
| than 95 %; / YacTuu pasMepoM MeHee 2 MM
— He MeHee 95 %;
38 % Particle size less than 0.25 mm —not less
than 60 %. / 4yacTul pa3MepoM McHee
0,25 MM — He meree 60 %.
7 |Water / Bona ) 58% Not more than 8.0 % w/w. / He 6onee 8,0 %. |
8 |Related substances / R ) o
PoacTBeHHbIC MpHMecH
- ibuprofen / ubynpogpen BDL (Disregard Area 12218)  |Individual unidentified impurity - not more
than 0.15 %. / ExunnyHas
HEUACHTUHIMPOBAHHAS TPUMECH - HE
BDL \Gonee 0,15 %.
Total impurities - not more than 0.5%. /
CymmMma npumeceii - He bonee 0,5 %.
- paracetamol / napayemamon Below limit of Detection (LOD: [Impurity K - not more than 0.15%. /
0.01%)

BDL(Below Disregard area 8049)

[Tpumecs K - He 6onee 0,15 %.
‘Individual unidentified impurity - not more
than 0.10%. / EnuHM4Has

HenaeHTH(HUIIMPOBAHHAS NPUMECH - HE

Remarks : The Product confirms to ND/
ITpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanuam H]I

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
[ToarorosieHo: lw ITpoBepeHo: : Onobpeno: Menemkep / PykosoauTenb
— iy Lf_u_.'f
Print Date /23.08.2022 Print Date /23.08.2022 Print Date /23.08.2022
Jara: Jara: Hara:

Registered Office: 8-2-337, Road No. 3, Eanjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 43900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 981566 56001-G2

CEPTUDHUKAT AHAJIM3A

www.drreddys.com

Product Ibuclin Express (Ibuprofen-+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Mpoaykr Uoykaun® Dxenpecc (udynpoden + napaneramMmos), MOPOILOK //1sl TPHTOTOBJIEHHS
pacTsopa AJjisl IpHemMa BHYTpPhb, 400 mr+325 mr
Batch No. / : V2201665 Batch Quantity / : 167150.00 units /
Cepus Ne O0bem naprun 167150.00 eniiuny
Analytical Report No. / : 890001609470 Date of Analysis/ : 23.08.2022
AHanuTHuecKkuii oTyer No JlaTta anaJjmusa -
Date of Manufacture / : July. 2022 Date of Expiry/ : Jun. 2024
Jara npou3BojcTBa I"onen no
| Analysis performed according ND / Anasiu3 npoBeeH no HA: JII1-007239-300721
| No _ Test / ITokazarenb | Result / PesyabTaTel Specification /mpﬁa
| Below Disregard Limit oosee 0,10 %.
Total impurities - not more than 0.5%. /
| Cymma ripuMeceii - He 6onee 0,5 %.
9 |Uniformity of dosage units /
| OnQHOPOAHOCTH J03HPOBAHHSA |
|- ibuprofen / ubynpodhen 2.7 [ Acceptance value (AV) should not be more
than 15.0. / IlokazaTtenb NpUEMIIEMOCTH
(AV) nonxen 6b1Th He Dosee 15,0.
) 24 Acceptance value (AV) should not be more
riparacetamal Anapauemoron than 15.0. / [Tokazarenb NpHEMIIEMOCTH
| | ~ [(AV) nomxed ObITh HE Gonee 15,0. |
' 10 | Microbial limits / '
Mukpobuonoruieckass 4ucToTa NIL CFU/g a) Total aerobic microbial count - not more
than 1000 CFU/g. /
O0b1ee uucno aspodHbIX MUKPOOPraHH3MOB
- He Gonee 1000 KOE/T.
b) Total combined yeasts and mould - not
NIL CFU/g more than 100 CFU/g. /
O01ee 4YUCIO APONOKEBBIX W MIECHEBBIX
rpubos - ne 6onee 100 KOE/T.
Absent c) Escherichia coli - shall be absent per 1 g./ |
Escherichia coli - orcytcTBue B 1 1 '

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYET TpebosaHusm HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Ramakant

IToarorosnexo: W

Checked by / Pardeep Kumar

IposepeHo:
¢’i/_'

o

Approved by: Manager/Executive / Manoj Kumar
Ono6peHo: Menemxep / Pykooanutens

sl

Print Date /23.08.2022
Jara:

Print Date /23.08.2022
Hara:

Print Date /23.08.2022
Jara:

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanzana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8519354P1984PLC0O04507

www.drreddys.com



Qe
Dr.Reddy’s Q}’

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A
Tel : 491 8166 56001-02

www.drreddys.com

CEPTUPUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg o
Ilponykr Hoykaun® Jxenpece (ndynpoden + napaneramo.n), MOPOILOK sl NPHTOTOBIEHUs
pacTBopa sl npueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2201665 Batch Quantity / : 167150.00 units /
Cepus Ne Oobem naprun 167150.00 enunuL
Analytical Report No. / : 890001609470 Date of Analysis / : 23.08.2022
AHATUTHUYECKH oTueT No JlaTa aHa/u3a
Date of Manufacture / : July. 2022 Date of Expiry / : Jun. 2024
Jata npousBoacTBa T'open go
Analysis performed according ND / Anasnu3 nposeaen no HJL: JII-007239-300721
11 | Assay / KonuuectBennoe
| onpeJesicHHe
- tbuprofen / udynpoden i 407.7 mg (101.9 %) 360.0 mg to 440.0 mg of CiHisO2

407.7 mr (101.9 %)

333.1 mg (102.5%)
333.1 mr (102.5%)

- paracetamol / napayemamon

| (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 10 440,0 Mr
Ci3His0> (ubympoden) (ot 90,0 % no
110,0 % OT HOMUHANBHOTO COAEPXKAHUS) B
OJTHOM NMaKETHKE.

2925 mg to 357.5 mg of CsHyNO»
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / O1 292,5 mr 1o 357,5 Mr
CsHyNO> (mapaueramon) (ot 90,0 % no
110,0 % oT HOMHUH&IBHOIO COAEpXkKaHus) B
OJIHOM MAaKETHUKE.

Remarks : The Product confirms to ND/
ITpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3aknouenne: OJJOGPEHO

Prepared by / Ramakant Checked by / Pardeep Kumar

[lonrorosineHo: w IIposepeHo: (i’_/

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menemxkep / PykoBoauTenb

Li

Print Date /23.08.2022 Print Date /23.08.2022
JHara: Hara:

Print Date /23.08.2022
JHara:

Registered Office: 8-2-237, Road No. 2, Banjara Hills, Hyderabad - 500034, Telanzana, india
Te!: 491 40 4900 2900, Fax: +91 40 4300 2993, Email: mail@drraddys.com
CIN: 1L.851954P1932PLCGO4507
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q.. Dr. Reddy's Lahoratories Ltd.
Y @ Formulation Unit-6

Dr. Reddy s -' Vill. Khe!, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
ww.drreddys.com

CEPTUDPHUKAT AHAJII3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoayxt : Hoykmun® Dxenpece (nGynpodeH + nmapaueramosr), NOPOIWIOK AJ1sl OPUTOTOBJEHUST
pacTBopa 115 npueMa BHyTpb, 400 mr+325 mr o
Batch No. / : V2201665 Batch Quantity / : 167150.00 units /
Cepust No O0bem mapTuu 167150.00 enniHuy
Analytical Report No. / : 890001609470 Date of Analysis / 1 23.08.2022
AnanuTudecknii oruer Ne JlaTa ananausa
Date of Manufacture / : July. 2022 Date of Expiry / : Jun. 2024
JaTa mpou3BOACTBA T'onen no
Analysis performed according ND / Auanus nposeaen mo HJI: JITI-007239-300721
12 |Package / YuakoBka | 5 gin asachet of a 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./ITo5r B
patient information leaflet in|naxeruke U3 KOMOMHIIPOBaHHOTO
‘ carton pack. / Ilo 5 r B|marepuana (1aMuHIpOoBaHHast
nakeTHKe u3 | 6ymara/T[IDHII/antomunieBas
! IKOM6MH1/1pOBaHHor0 donbra/II2HII). Tlo 6 unu 9 nakeTHkos |
| marepuana (J1aMUHMPOBAHHAS | BMECTE C MHCTPYKLHEN MO MPUMEHEHHIO B |
6ymara/l[I1OHI1/antoMunuesas | nayky KapTOHHYIO.
tdonbra/IIOHIT). Tlo 9
NaKeTUKOB BMECTE c
UHCTPYKLHEN no
NPUMEHCHHUIO B nayky
_ KapTOHHYIO.
13 |Labeling / MapkupoBka According to ND. / B cootsetctaun ¢ H]I.
14 | Storage conditions / Store below 25 °C. / TIpu Temneparype He Boie 25 °C.
XpaHneHue
| 15 | Shelf life / Cpok rogHocTH 2 years. / 2 ropa. -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBaHuam H/I Saxmouenue: QJIOBPEHO
Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
[ToaroToBaeHO: IIpoBepeHo: Ono6peno: Menemxep / PykoBoautens
Print Date /23.08.2022 Print Date /23.08.2022 Print Date /23.08.2022
Hara: Hara: Hara:
Repistered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500025, Telangzna india

Tei: +91 40 4900 2900, Fwe <91 40 4500 259%, Email: mail@drraddys.com
CIN: L85195AF1984FPLC004507
www.drreddvs.com




