CERTIFICATE OF ANALYSIS

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

CEPTUOHKAT AHAJIM3A www.drreddys.com

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg N
poayxr W6ykanu® xcnpece (ufynpoden + napaueramon), NOPOWOK AJIS NPHIOTOBACHHS

___ pacTBOpa IIA npuemMa BHYTpb, 400 Mr+325 mr . B
Batch No. / : V2202080 Batch Quantity / : 25586.00 units / 25586.00 |
Cepus Ne L Obtbem napTuu EJIH L
Analytical Report No. / : 890001620563 Date of Analysis / - 12.10.2022
|AHaauTHYecKHH oTueT N - _|Jata apanmza -
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024 =
JaTa npon3BogcTBa T'onen no
Analysis performed according ND / Ananus nposeaen no HJ: JI1-007239-300721

Ne ~ Test/Tlokasatenn Result / PesyabTaThi _ Specification / Hopma |
1 Description / Onacauue | White powder, with White to off-white powder, with al
| characteristic odour. !/ characteristic odor. / INopowok ot 6enoro |

XapaKTEPHBIM 3araxo

XapaKTEPHbIM 3anaxoM.

| Tlopowok Genoro HBeTa ¢ A0 MOYTH BENOro LBETa, ¢ XapaKTEPHLIM

M. | 3amaxoM.

| Colourless solution with a characteristic |

2 Reconstituted solution / Complies
BoccTaHOB/IeHHEBLI pacTBOp odor shall be observed, may have small |
“amount of suspended particles. /.
- appearance / onucanue - BecuBeTHbIii pacTBOp ¢ XapaKTepHbIM
; | 3aMaXOM, C BO3MOXHBIM COIEPKAHWEM
| HeGONBLIOrO  KONMYECTBA B3BELUEHHBIX
o HacTHlL, _
- Color of the solution / Complies / Color intensity of the solution does not
yeenocnis CooTBeTcTBYET exceed color intensity of reference standard
Bo. / PacTBOp mOMXeH ObiTh OKpalleH He |
U S B - BoJiee HHTEHCHBHO, YEM 3TANOH Bo. o
3 Dissolution time / 01 minute 10 seconds Not more than 5 min. / He Gonee 5 mun.
| Bpewmsa pactBopeuus r B e e ;
4 pH of solution / pH pactsopa 6.6 5.8t07.8./015,8 no738. 1

Remarks : The Product confirms to ND/
Tlpumeuanue: Ilpoaykr coorsercTryer TpeGosanusm HJJ

Conclusion : APPROVED /
3akarouennc: OJOBPEHO

Prepared by / Ankit Checked by / Pardeep Kumar

IoaroroneHo: @ ITpoeepeno: Qt/ﬁ

Approved by: Manager/Executive / Amit Kumar
Opnobpeno: Menenxkep / PykoBoautens
N—

a—"

Print Date /12.10.2022 Print Date /12.10.2022
Hara: Jlara:

Print Date /12.10.2022
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, H

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999,

CIN: LB5195AP1984PLCO

yderabad - 500034, Telangana, India
Email: mail@drreddys.com
04507

www.drreddys.com



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
Tel : +91 98166 56001-02

CEPTHOPHUKAT AHAJIM3A www.drreddys.com
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg R
IIpoaykr Hoykann® Jkcupece (MOynpoden + napaueramoJ), NOPOLIOK A5 NPHIOTOBJCHUS
pacTBOpa Ans MpHemMa BHYTpPb, 400 mr+325 mr .
Batch No. / 1 V2202080 Batch Quantity / 1 25586.00 units / 25586.00
Cepus Ne o O6bem naprun elHHL
Analytical Report No. / : 890001620563 Date of Analysis / : 12.10.2022 T
AHanuTHYeCKHH oTyeT No JaTa apanusa
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024 =
JlaTa npou3BojcTBa Togen no
Analysis performed according ND / Ananns nposegen mo HJI: JITI-007239-300721
i “Ne | Test/Iokasarenp Result / PesynbraTsr ) Specification / Hopma
5 [dentification / IlopaunnocTs The retention times of the main peaks in the |
4) by HPLC / BOXKX chromatograms of _ test solutions shou}dg
correspond to those in the chromatograms of
— Ibuprofen / ubynpoghen Complies / reference  standards solution (Assay|
, CooTtBeTcTBYET section). / Bpems yaepxuBaHHs OCHOBHBIX
~ Paracetamol / napayemaron MHKOB HAa XPOMATOrpaMMaX MCMbITYEMbIX
| pacTBOpOB  HOMKHLI  COOTBETCTBOBATH
| BpeMeHam YASPKHBaHUs
COOTBETCTBYIOIMX OCHOBHBIX NHKOB Ha
XpOMaTOrpaMMax pacTBOpa CTAHAAPTHBIX |
|obpasuos  (pasgen  «KonuuecTBeHHOE
i - | OTIpEAEneHuey).
B) by HPLC-UV / B3)KX-Y@ i When carrying out the "Assay" test, the
UV spectra of the test solutions should
~ Jlbuprofen / ubynpoden Complies / correspond to those of ibuprofen and
— Paracetamol / napayemanion CooTeeTcTBYET paracetamol standard solutions. / [lpu
| ‘nposelleHnn  Tecta  «KosiMuecTBeHHOE
| ‘onpeneneHHe» YO-cnekTpbl HCOBITYEMBIX |
| ipacmopoa JIOMKHbBl COOTBETCTBOBATL YD-
i | CTIEKTPaM CTAHNAPTHBIX PacTBOpOB
g ’nﬁynpod}cna W napaueramona.

Remarks : The Product confirms to ND/
IIpumeyanue: [IpoaykT coorsercTBYeT Tpebosanuam HJL

3akimo

Conclusion : APPROVED /

yenHe: OJJOBPEHO

Prepared by / Ankit

[ToarotoBnexo: ﬁ

Checked by / Pardeep Kumar

[TposepeHo: C}L.-

Approved by: Manager/Executive / Amit Kumar
Opnobpeno: Menemep / PykosoanTens

A
\M—f

— =
-—’-_—Fdd_

Print Date /12.10.2022
JHara:

Print D
Hara:

Print Date /12.10.2022
Jlata:

ate /12.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
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: ‘... Dr. Reddy's Laboratories Ltd.
e : ;
Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Read, Badd,i,
Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDHUKAT AHAJTU3A www.drreddys.com

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg ]
HNpoayxr : Hoyxkaun® Dxenpece (uGynpoden + napaueTamon), NOPOWIOK MJIsi IIPUTOTOBIEHHS

__pacTBOpa AJs NpUemMa BHYTDb, 400 mr+325 mr - ey
Batch No. / : V2202080 Batch Quantity / : 25586.00 units / 25586.00
Cepusa Ne . _ |O6eem nupryyn SANHHLY,
Analytical Report No. / : 890001620563 Date of Analysis / : 12.10.2022
| AHATHTHYeCKHH 0TUeT No i Jarta ananuza o
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
Jara npouseoacrea T'opgen o

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

= Test / IlokasaTens ! Result / Pesyabrathl Specification / Hopma

6 Particle size / Pasmep wacruiy 100 % ' Particle size less than 2 mm ~ not less |
i than 95 %,; / YacTyL pazmepom MeHee 2 MM |
| — He meHee 95 %; |

95 % | Particle size less than 0.25 mm —not less |
than 60 %. / yacTuy pazmMepoMm meHee \
0,25 mm — He Meree 60 %. |

7 Water/Boaa ' o 51% ~ Not more than 8.0 % w/w. / He Gonee 8,0 %.

| 8 Related substances / i |
PoncrBenHble IpUMeECH !
- ibuprofen / ubynpodgen Less than LOQ (LOQ:0.04%)  Individual unidentified impurity - not more :
- than 0.15 %. / Enunnynas |
HEHAEHTH(HLHUPOBaHHAsA IPUMECH - HE
Less than LOQ 6onee 0,15 %.
Total impurities - not more than 0.5%. /
CymmMa npumecedi - ne donee 0,5 %.

- paracetamol / napayemamon | Below limit of Detection (LOD: Impurity K - not more than 0.15%. /

_ i 0.01%) TTpumecs K - He Gonee 0,15 %.

' BDL(Below Disregard area 7821) Individual unidentified impurity - not more

‘ | ithan 0.10%. / Enunuunas

. ! !netmemnc}munposaﬂﬁas{ TNIPHMECH - HE
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Tponykr coorBetcTBYeT Tpebopanuam HJJ 3arkmoyenne: OJOBPEHO
Prepared by / Ankit Checked by / Pardeep Kumar Approved by: Manager/Executive / Amit Kumar
[NogroroeneHo: ) ITpoBepeno: ) Opobpero: Meuemwep / Pykosoaurens

(A/ c:f/ R -
/

Print Date /12.10.2022 Print Date /12.10.2022 Print Date /12.10.2022
Hara: JHara: 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: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHOHUKAT AHAJIM3A www.drreddys.com
Product : lbuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg o =
IIponykT Ubyxana™ Ixenpece (HBynpoden + napaneTamon), NOPOIWOK T IPUTOTORIEHHA
N _pacTBOpA Ags Npuema BHyTph, 400 Mr+325 mr B :
Batch No. / : V2202080 Batch Quantity / : 25586.00 units / 25586.00
| Cepnst Ne 3 O0beM napTHn eAHHHL
Analytical Report No. / : 890001620563 Date of Analysis/ 2 12.10:2022
Anaanrieiocknii oTiet No — JdATa ananua o
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024 B
JaTa npousBoacTBa Tonen no

Analysis performed according ND / Ananus nposeaen no HJI: JIII-007239-300721

9
n

|

|10

Microbial
MuxkpoGuonornyecKas YHcTOTA

Test / ITokazaTens

Uniformity of dosage units /

OJIHOPOHHOCTL AO3HPOBAHHA

- ibuprofen / ubynpoghen

- paracetamol / napayemamon

~ limits

/

Below Disrega-rc[ Limit

2:3

2.6

NIL CFU/g

NIL CFU/g

Absent

~ Specification / Hopma
donee 0,10 %. o i
Total impurities - not more than 0.5%. / }
Cymma npumeceii - ve Gonee 0,5 %. ’
|

Acceptance value (AV) should not be more
than 15.0. / TTokazaTens npueMaemMocTH
(AV) nomxen 6biTk He Bonee 15,0.

| Acceptance value (AV) should not be more |
i than 15.0. / [TokazaTenb npuemneMocTH
|(AV) zomxen 6bims e Gonee 15,0,

|

| a) Tota] aerobic microbial count - not more
| than 1000 CFU/g. /

‘Od1uee yneno aspobHbIX MHKPOOPraHH3MOB
- He Bonee 1000 KOE/T.

b) Total combined yeasts and mould - not|
more than 100 CFU/g. / |
O0uiee 4UCNO APONOKEBBIX M IJIECHEBBIX |
rpubos - He Gonee 100 KOE/T,

¢) Escherichia coli - shall be absent per 1 g./
[Escherichia coli - orcyTcTBHE B 1 T ;

Remarks : The Product confirms to ND/

Ilpumeuanne: [pogykt cooTsercTByeT TpebopaHusm HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Ankit Checked by / Pardeep Kumar Approved by: Manager/Executive / Amit Kumar
ITogroroBnexo: (R Tposepeno: (i’_ Onobpeno: Merepxep / PykoBoauTens
) / = » j : R e
/

Print Date /12.10.2022
Jara:

Print Date /12.10.2022
Jara:

Print Date /12.10.2022
Hata:

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

CIN: LB5195AP1984PLC004507
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D , ‘...- Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
. Reddy S o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAJIM3A www.drreddys.com

|l-’r0ducl' : Ibuelin Expre's.;(]-fmpmfen+Paracetam0l), pOWd;I: for oral solution, 400 mg + 325 mg
Mpoaykr : Moykamn® Dxcnpece (ubynpoden -+ napameramon), MOpomIoK AS APHTOTOBIEHHS

| pacTeopa ang npHemMa BHYTpsh, 400 Mr+325 mr ===

|Batch No. / : V2202080 IBatch Quantity / : 25586.00 units / 25586.00
[Cepust Ne {O6Bem maprin eauHNL

Analytical Report No. / : 890001620563 Date of Analysis / : 12.10.2022
Apaaurnrecknid oTuer Mo o JlaTa ananuia _ )

Date of Manufacture / : Sep. 2022 Date of Expiry / 1 Aug. 2024 =
Jdata gponssogersa I'open no

Analysis performed according ND / Anaaus nposeaex no H/I: JITI-007239-300721

11 Assay / KoauyecTReHHOE
onpejesieHue

| - ibuprofen / ubynpogen | 401.9 mg (100.5 %) 3600 mg to 440.0 mg of CiHis0:

- ‘ ‘ 401.9 mr (100.5 %) (ibuprofen) (90.0% to 110.0 % of label

i claim) per sachet. / Ot 360,0 mr 10 440,0 mr |
| CisHisO2  (ubynpoden) (ot 90,0% mo
: 110,0 % oT HOMWHANLHOrO CONEpIKaHus) B

OJHOM NAKETHKE.

- paracetamol / napayemamon 327.0 mg (100.6%) 2925 mg to 3575 mg of CgHsNO-
327.0 mr(100.6%) (paracetamol) (90.0 % to 110.0 % of label
| claim) per sachet. / Ot 292,5 mr go 357,5 mr
‘ ngHuNOz (napaueramon) {or 90,0 % po
} 110,0 % oT HOMMHANBLHOTO CONEPIKAHHMS) B
w | OIHOM TIaKeTHKe.

i

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Ipoaykt cooTBeTcTByeT TpeboBanuam HJI Saxmoyenue: OJJOBPEHO
Prepared by / Ankit Checked by / Pardeep Kumar Approved by: Manager/Executive / Amit Kumar
[MoaroToeneHo: @ IlposepeHo: (_i,ﬁ Onobpeno: Menemkep / PykoBonurens
. —
Print Date /12.10.2022 Print Date /12.10.2022 Print Date /12.10.2022
Hara: Hara: Jara:

Registered Office: B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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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
Tel : +91 98166 56001-02

www.drreddys.com

CEPTHPUKAT AHAJIU3A

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

HpoaykTr WUoykaun® Ixenpece (ubynpoden + napaueramon), NOPOWOK AN NPHTOTOBICHHS

| pPacTBOopAa /iIsi IpHeMa BHYTph, 400 mr+325 mr , 7

Batch No. / : V2202080 Batch Quantity / : 25586.00 units / 25586.00
Cepus Ne Obdwem naprun ENHHML

Analytical Report No. / : 890001620563 Date of Analysis/ : 12.10.2022
Ananutuaecknii oTuet No JlaTa ananuia o

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

Jara npouzBoacTBa Togen go

_Analysis performed according ND / Ananus npoeegen o HJI: JIIT-007239-300721

12 P ackagé / YnakoBxa

13 l Labeling / MapkupoBka

(o L WIS S
14  Storage conditions /
i Xpanenue

' 15 'Shelf life / Cpox rogmoctn 2 years. / 2 ropa.

|5 gina sachet of a combination

Store below 25 °C. / TTpu Temnepatype He Bbuwe 25°C.

5 g in a sachet of a combination material

| material (laminated (laminated paper/LDPE/aluminum
: paper/LDPE/aluminum foi/LDPE). 6 or 9 sachets and patient
foil/LDPE). 6 sachets and information leaflet in carton pack./ITo5rB
| patient information leaflet in maxeTHke n3 KOMOMHHPOBAHHOTO |
‘carton pack. / [lo 5 r B marcphana {(namMMHNpOBaHHasg
| MaKEeTHKe 13 Oymara/TIOHIl/antommunnesas ;
KOMOHUHHPOBAHHOTO Gonpra/TI3HI). Mo 6 unu 9 nakeTHKoB |

Mmartepuana (MTaMHHHPOBAHHASA BMECTE C HHCTPYKUHEH NO NMPHMEHEHHIO B
6ymara/[I3HI/antoMuHKeBas nauky KAPTOHHYIO,

tonsra/TI3HIT). ITo 6
NMaKeTUKOB BMECTE c
MHCTpYyKUHeH no|
l IPUMEHEHHIO B na4ky |
L KapTOHHYIO. S 7 ]

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt coorsercTByeT Tpebosanuam HJJ

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Hara: JHata:

Prepared by / Ankit Checked by / Pardeep Kumar Approved by: Manager/Executive / Amit Kumar
[loarorosnexo: /’ - INpogepeHo: Dﬁ”, Onobpeno: Meremkep / PykoBogHTEN:

A o — o

—_— -_‘___—4-‘
Print Date /12.10.2022 Print Date /12.10.2022 Print Date /12.10.2022

JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



