Dr.Reddy’s ‘.:..

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

Analysis performed according ND / Anaau3s npoenen no HJI: JIN-007239-300721

CEPTUOPUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT Uoyknun® Jxenpece (ubynpoden + mapaneramo.n), MOPOIIOK JIA NPUTOTOBJICHHUS

pPACTBOpA N5l IpHEMA BHYTPb, 400 Mr+325 mr
Batch No. / : V2300705 Batch Quantity / : 25531.00 units /
Cepus Ne O6beM maprun 25531.00 euann
Analytical Report No. / : 890001658988 Date of Analysis / : 30.04.2023
AHnajguTH4ecKuii oTyeT Ne JlaTa ananmn3za
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
Jara npoussoacrsa I'onen o

Ne Test / IlokazaTrenn

Result / PezynabTaThl

1 |Description / Onucanune

White powder, with
characteristic odour. /
ITopowok 6Genoro 1Bera ¢
XapaKTEepPHbIM 3anaxom.

XapaKTEPHBIM 3anaxoM.

Specification / Hopma
White to off-white powder, with a
characteristic odor. / ITopouiok ot 6enoro
10 nouTH Genoro LBeTra, ¢ XapaKTepHbIM
3amaxoMm.

2 | Reconstituted solution / Complies / Colourless solution with a characteristic
BoccraHoB/IeHHBII pacTBOp CooTBeTcTBYET odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue becuBeTHBI pacTBOp € XapaKTEpPHBIM
3arnaxoM, C BO3MOXHBIM COHEp>KaHHEM
HeOOJBIIOrO  KOJIMYECTBA  B3BEIIEHHBIX

YacTHIl.
- Color of the solution / Complies / Color intensity of the solution does not
Heemmocmp CooTBeTCTBYET exceed color intensity of reference standard

By. / PacTBOp mo/keH ObITh OKpallieH He
0oJiee MTHTEHCUBHO, YEM 3TAJIOH Bo.

3 | Dissolution time /
Bpems pacrBopenus

01 minute 12 seconds

4 | pH of solution / pH pacTBopa

6.6

Not more than 5 min. / He 6onee 5 MuH.

5.8t07.8./0t15,8 no 7,8.

Remarks: The Product confirms to ND/

ITpumeyanne: [Tpoaykr coorBeTcTByeT TpeGoBanusm HJI

Conclusion: APPROVED /
3axkmoyenne: OJOBPEHO

Prepared by / Pardeep Kumar

IToxnrorosneno: QL/

Checked by / Himesh Kumar

[IpoBepeHo: [ ~;

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

ot

Print Date /30.04.2023
Jlara:

Hara:

Print Date /30.04.2023

JHara:

Print Date /30.04.2023
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Dr.Reddy’s ":"

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

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A -
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoayxr U6yxmn® Ixenpece (uGynpoden + napaneramolt), NOpomoK AJsi IPUTOTOBJICHHST

pacTBOpa AJis NpHeMa BHYTPhb, 400 mr+325 mr

Batch No. / : V2300705 Batch Quantity / : 25531.00 units /
Cepns Ne O6bem napTuu 25531.00 enmunn
Analytical Report No. / : 890001658988 Date of Analysis / : 30.04.2023
AHaNuTHYECKHI oTUeT Ne Jarta anaau3za
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTta nmpousBoJcTBa T'open no

Analysis performed according ND / Apanu3 nposeaen no HJI: JII1-007239-300721

Specification / Hopma

Ne Test / Ilokazarenn Result / PesynbTaTnl
5 [Identification / IloanuHHOCTH
4) by HPLC / BOKX
— Ibuprofen / uynpodpen Complies /
[ CooTBeTcTBYET
[ — Paracetamol / napayemamon
B) by HPLC-UV / BOXX-Y®
— Ibuprofen / ubynpogyen [ Complies /
— Paracetamol / napayemamon 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 yaepxuBaHUsl OCHOBHBIX
NHMKOB Ha XpOMATOrpaMMax HCIIBITYEMbIX
pacTBOpPOB  JOJDKHbI  COOTBETCTBOBATH
BpEMEHaM YIEPXKUBAHUS
COULBEICIBYROUMK  UCHUBHBIX  1IMRUB  Hd
XpoMmarorpaMMax pacTBOpa CTaHIapTHBIX
obpaznoB  (pazmen  «KonuyecTBeHHOE ih
OIPENIEICHHER).

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpwu
npoBegeHun  Tecta  «KonmuecTBeHHOE
|0npe,uenel-me» Y®-cnekTpbl UCHBITYEMBbIX |
| paCTBOpPOB IOJKHBI COOTBETCTBOBATH Y D-
CIIEKTpaM CTaHJapTHBIX pacTBOpOB
ubynpodeHa U napaneramonia. '

Remarks: The Product confirms to ND/
ITpumeuanue: [Tpoaykt cootBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar

[loarorossneHo:; ( IIposepeno: Onobpeno: Menemkep / Pykosoaure
—= c—vl—%ﬂ # e
\ —
Print Date /30.04.2023 Print Date /30.04.2023 Print Date /30.04.2023
JaTa: Jara: JlaTa:

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
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Dr.Reddy’s Q‘:‘.

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

CEPTUPUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykTt Hoykauu® Dxenpece (uGynpoden + napaneramod), HOPOILOK s NPUTOTOBJIEHHSI
pacTBOpa AJisi IpveMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2300705 Batch Quantity / : 25531.00 units /
Cepusi Ne O6beM napTuu 25531.00 ennuun
Analytical Report No. / : 890001658988 Date of Analysis / : 30.04.2023
Ananntnyeckui oruyer Ne JlaTa aHaiaunza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTta npou3BoAcTBa I'ogen a0
Analysis performed according ND / Anaaus nposeaen no HJI: JIII-007239-300721
No Test / IlokazaTenan Result / Pe3yabraThl | Specification / Hopma
6 |Particle size / Pa3mep yacTui 100 % | Particle size less than 2 mm —not less |
than 95 %; / Yactui pasmMepoM MeHee 2 MM
:— He MeHee 95 %;
92 % Particle size less than 0.25 mm —not less
than 60 %. / 4acTULl pa3MepoM MeHee
0,25 MM — He MeHee 60 %.
7 |Water /Bopa 4.9 % Not more than 8.0 % w/w. / He 6onee 8,0 %.

8 [Related substances /

PoacTBennble npumecu

- ibuprofen / ubynpodghen

- paracetamol / napayemamon

Less than LOQ (0.04%)

Less than LOQ

Below limit of Detection (LOD:
0.01%)
BDL (Disregard area 6564)

Individual unidentified impurity - not more
than 0.15 %. / EnyHuuHas
HEHJCHTHDHIIUPOBAHHAS IPUMECH - HE
6onee 0,15 %.

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

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

[ndividual unidentified impurity - not more
than 0.10%. / EnnHnyHas
HEUACH LU MUK PUBAHHAN IPAMECH - HE
oonee 0,10 %.

BDL

Total impurities - not more than 0.5%. /

Remarks: The Product cenfirms to ND/
ITpumeuyanne: IIponykT coorBeTcTBYeT TpeboBanusim HJJ

Conclusion: APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar

IToarororneHo: ) Hpose&’—ﬁ Onobpeno: Menenxep / PykoBoaute
4 d F

Print Date /30.04.2023 Print Date /30.04.2023 Print Date /30.04.2023

Jara: Jlara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS

Cymma nipumeceii - He 6onee 0,5 %.

10 | Microbial

9 |Uniformity of dosage units /
OaHOPOAHOCTH 103HPOBAHHA

- ibuprofen / ubynpoden

- paracetamol / napayemamon

limits
Mukpo0HOIOTHYECKAA YHCTOTA

| Acceptance value (AV) should not be more
| than 15.0. / Tloka3zaTenb NpUEMIEMOCTH
| (AV) nomxen 6bITh He Gonee 15,0.

Acceptance value (AV) should not be more
than 15.0. / TToka3zateib MPUEMJIEMOCTH
(AV) nomxeH 6b1Th He 6os1ee 15,0.

a) Total aerobic microbial count - not more
O6111ee YnCIIO a3pOOHBIX MUKPOOPTaHU3MOB
b) Total combined yeasts and mould - not
OO61ee 4YKHCNO APOMNOKEBBIX U IIIECHEBbIX
rpubos - e 6onee 100 KOE/T.

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

2.1
|
2.1
/
NIL CFU/g than 1000 CFU/g. /
- He bonee 1000 KOE/T.
NIL CFU/g more than 100 CFU/g. /
Absent .

CEPTUOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoayxr U6yxaun® xenpece (ubynpogen + napaneramo.), NOpOUIOK AJ1si IPHUTOTOBJICHHUS]
pacTBOpa AJs IpHemMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2300705 Batch Quantity / : 25531.00 units /
Cepus Ne O6bem napTuu 25531.00 epunuiy
Analytical Report No. / : 890001658988 Date of Analysis / : 30.04.2023
AnanuTHyeckuii oTueT Ne JlaTa aHaJiM3a ]
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTa npou3BoJcTBa T'ogen g0
Analysis performed according ND / Ananu3 nposegen mo HJI: JITI-007239-300721

Ne Test / ITokazaTesn Result / PesyabTaTnl Specification / Hopma

Remarks: The Product confirms to ND/
IIpumedanue: IIpoaykT cooTBeTcTBYeT TpeboBanusam HJ{

Conclusion: APPROVED /
3akmrouenne: OJOGPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar

[Tonrorosnexo: ITpoBepeHo: 1 Onobpeno: Menemxkep / Pykosonnrens
Print Date /30.04.2023 Print Date /30.04.2023 Print Date /30.04.2023
JHara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLCO04507

www.drreddys.com




‘..o Dr. Reddy's Laboratories Ltd.

’ e Formulation Unit-6

Dr' Reddy S . Vilk. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product  : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoaykr : Hoykanu" Jxcnpece (udynpoden + napauneTamMoJi), IOpoIoK Al IPUTOTOBJIEHHS

pacrBopa JJist ipuemMa BHYTpPb, 400 mr+325 mr
Batch No. / : V2300705 Batch Quantity / : 25531.00 units /
Cepnsi Ne Ob6beM napruu 25531.00 enmnui
Analytical Report No. / : 890001658988 Date of Analysis / : 30.04.2023
AnajiuTndyecknii oruyer Ne Jara ananuza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTra nponssojcrea T'opgen o

Analysis performed according ND / Anann3 nposenen no HJI: JITI-007239-300721

~ Ne Test / IlokazaTenn Result / Pe3yabTaThI Specification / Hopma

11 | Assay / KonuyecTBennoe
onpenesieHne '

- ibuprofen / ubynpoghen 404.3mg (101.1 %) 360.0 mg to 440.0 mg of Ci;3His0

404.3mr (101.1 %) (ibuprofen) (90.0 % to 110.0 % of label

claim) per sachet. / Ot 360,0 Mr 0 440,0 Mr

CisHisO2 (ubynpoden) (or 90,0% no

110,0 % OT HOMHMHANBHOIO COJEPXKAHHS) B

| OTHOM [1aKETHKE.

- paracetamol / napauemamon . 330.4 mg (101.6%) 2925 mg to 357.5 mg of CsHyNO, |
330.4 Mr (101.6%) (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr 1o 357,5 mr
CsHyNO; (mapaueramon) (or 90,0 % mo
110,0 % OT HOMHUHATBLHOTO COAEepKaHKs) B
OJTHOM NaKETHKE.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanne: [Iponykrt coorsercryer TpeGopanusm HJT 3akmouenne: OJOBPEHO

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

Ioxarorosneno: ; ITposepeHo: Onobpeno: Menemxep / PykoBoaurens

Print Date /30.04.2023 Print Date /30.04.2023 Print Date /30.04.2023
Jara: Jara: 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: L85195AP1584PLC004507
www.drreddys.com



Dr.Reddy’s “:‘

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

CEPTHO®HKAT AHAJIHM3A

NaKkeTHKe u3
KOMOHUHHPOBaHHOIO
MarepHaia (JIaMHHUPOBaHHAs

Oymara/[TOHII/anmomunueBas

¢onera/IIOHIT). Io 6
NIaKETHKOB BMeECTe c
UHCTpYKUUEH no
IPUMEHEHHIO B nayKy

KapTOHHYIK).

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipogyxt H6ykaunn® Dxcnpece (nGynpoden + napaueramour), IOpOLIOK JJisi IPHTOTOBIEHHS
pactTeopa JLis HpHemMa BHYTph, 400 Mr+325 mr

Batch No. / : V2300705 Batch Quantity / : 25531.00 units /

Cepira Ne O6bem napriun 25531.00 eanumy

Analytical Report No. / : 890001658988 Date of Analysis / 1 30.04.2023

AnanuTnyeckuii oTyer Ne Jata ananuza

Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025

Aara nipoussoicrsa Ionen no -

Analysis performed according ND / Ananus npogeien mo HJI: JIIT-007239-300721

N | Test / Moxazatens ' Result / Pesyabtater | Specification / Hopma ]

12 |Package / YnakoBka 5 ginasachet of a combination |5 g in a sachet of a combination material |

material (laminated | (laminated papet/LDPE/aluminum
paper/LDPE/aluminum foil/LDPE). 6 or 9 sachets and patient
foil/LDPE). 6 sachets and | information leaflet in carton pack./ITo5rB
patient information leaflet in |nakernxe u3 KOMOWHUPOBAHHOIO
carton pack. / Ilo 5 r B|marepuana (TaMHHMpOBaHHAS

6ymara/[1OHI1/anroMunueBas |
donbra/IIBHIT). Tlo 6 unu 9 nakeTHkoOB
BMECIE C MHCIPYKUMER N0 NPUMEHEHHIO B

NavKy KapTOHHYIO. '

|- |
13 |Labeling / Mapkuposka According to ND. / B cootsetctsuu ¢ HJI.
14 | Storage conditions / Store below 25 °C. / TIpu Temnepartype He Boiue 25 °C.
XpaneHne
' 15 [Shelflife / Cpok roanoctu 2 years. / 2 roa.

Remarks: The Product confirms to ND/
Ipumeuanne: [Tpoaykr coorseTcTBYET TpeGOBAHMIM HT

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar

Ioarorosneno: : Iporepeno: Opnobpero: Menemxep / PykoBoguTens,
( | P "
S === N e,
Print Date /30.04.2023 Print Date /30.04.2023 Print Date /30.04.2023
Jara: Jara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



