Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, IND}A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJTI3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Woyraun” Ixcnpece (ubynpoden + napaneramo), NOPOMIOK ISt IPHIOTOBICHHS
pACTBOPA /LIS pHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401853 Batch Quantity / : 17162.22 units /
Cepus Ne O6bem napTHH 17162.22 eqnuui
Analytical Report No. / : 040002653589 Date of Analysis / : 30.09.2024
AHATHTHYEeCKHIT 0TYeT No Jara ananusa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara npoH3BoOACTEA T'onen go
Analysis performed according ND / Ananus nposejes no H/L: JII-007239-300721
- Ne | Test / IlokazaTennb | Result / PesynbraTsl Specification / Hopma B
1 |Description / Onucanune White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / ITopomok ot 6enoro
[Mopowok 6enoro uBeTa c| JO MOYTH 6€Oro 1BeTa, C XapakTepHbIM
XapaKTepPHBIM 3aNaXxoM. | 3amaxom.
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccraHoBJIeHHBIH PacTBOP characteristic odor, with small| odor shall be observed, may have small
amount of suspended | amount of suspended particles. /
- appearance / onucanue particles. /  becueTHpll | becuBeTHbIH pacTBOp C XapaKTEPHBIM
pacTBOp C  XapakKTEPHbIM | 3allaxoM, C BO3MOXHBIM COZAEpPIKaHHEM
3amaxoM, ¢  HeOonblIKMM | HeOOMBUIOro KOMUYECTBA  B3BEIICHHBIX
KOJIMYECTBOM  B3BEIUCHHBIX | YACTHIL.
Al YacTHL. B
Ne Test / Iloka3zaresn Result / PesynbtaTsl Specification / Hopma o
- Color of the solution / ~ Complies / Color intensity of the solution does not
HEEMHOCMDb CooTBeTCTBYET exceed color intensity of reference standard
By. / PactBop HomkeH OBITH OKpallleH HE
- | 6osiee MHTEHCHBHO, YeM 9TaloH By, |
3 |Dissolution time / 01 min 03 sec /01 Mun 03 cex | Not more than 5 min. / He 6onee 5 Mun. |
Bpems pacTBOpEHHS : _
4 | pH of solution / pH pacTBopa 6.6 15.8t07.8./0t15,8 10 7,8. i
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [Tpoxykr coorseTcTByeT Tpebopanusam HJT 3aknwouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToArOTOBNIEHO: Santosl@\ [Mporepeno: Pawan Kumar Onobpeno: Menemxep / Pylcoeg,un“rcnb
Kumar Maurya A= Amit Kumar P( i‘/”
Reprint Date / Reprint Date / Reprint Date / '
Hara: 30.09.2024 Hata: 30.09.2024 Hara: 30.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4C 49060 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85135AP1984PLC0O24507

wwwe.drreddys.com




Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories Ltd.
Formutation 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
CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr H6ykaun® Jxcnpecc (MOynpodeH + napaueramo.), HOPOIIOK st NPHIOTOBJIEHHS
pacTBOpa s IpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2401853 Batch Quantity / : 17162.22 units /
CepHs Ne O6bem napTuu 17162.22 equHUL
Analytical Report No. / : 040002653589 Date of Analysis / : 30.09.2024
Auaaurnyeckuii otuert Neo JlaTa aHaJM3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa mpousBoJcTBa I'onen mo
Analysis performed according ND / Anaans nposenen no HJI: JII1-007239-300721 N
Ne _ Test / Iloka3zaTenn Result / PesyabTaThl B Specification / Hopma
5 [[dentification / IIogJIHHHOCTE I Complies / | The retention times of the main peaks in the
4) by HPLC / BIKX . CooTBeTCTBYET | chromatograms  of test solutions should
correspond to those in the chromatograms of
— Ibuprofen / ubynpogpen reference  standards solution (Assay
section). / BpeMs yaep>KUBaHUsI OCHOBHBIX
~ Paracetamol / napayemamon IHKOB HA XPOMATOTPaMMaX HCIBITYEMbIX
pacTBOPOB  NOJDKHBI ~ COOTBETCTBOBATH
BpeMeHaM YAEPKUBAHUS
COOTBETCTBYIOIIUX OCHOBHBIX NHKOB Ha
XpOMaTorpaMMax pacTBOpa CTaHAApPTHBIX
obpasuoB  (pasmen  «KonuuiecTBeHHOE
- onpenesieHue»).
B) by HPLC-UV / BOXKX-Y® Complies / When carrying out the "Assay" test, the
CooTBETCTBYET UV spectra of the test solutions should
= Ibuprofen / ubynpogen correspond to those of ibuprofen and
paracetamol standard solutions. / TIlpu

— Paracetamol / napayemamon

npoBefennd  Tecta  «KomuuecTBeHHOE
onpeaenenne» Y®-CrekTpbl UCIHBITYEMBIX
pacTBOpOB NOIDKHBEI COOTBETCTBOBATE Y D-
CIeKTpaM CTaHZAPTHBIX pacTBOpPOB
nbynpodeHa U napaneraMmora.

Remarks : The Product confirms to ND/

IMpumeuyanue: [IpoaykT cooTBeTCTBYET TpeboBanHam HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Santos% IIpoeepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoaurens
Kumar Maurya r ‘ Amit Kumar L

wya M N =
Reprint Date / Reprint Date / Reprint Date / .
Hata: 30.09.2024 Hara: 30.09.2024 Iara: 30.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 4G 4960 2900, Fax: +91 40 4900 2998, Erail: maii@drreddys.com

CIN: LB5195AP1984PLCO04507

wwwy.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.
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
CEPTU®HUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMponyxkr Ho6yxaun® Dxenpece (ubynpodeH + napaueramoJ), HOpooK AJisi IPUTOTOBJIEHHS
pacTBoOpa s puemMa BHYTPb, 400 Mr+325 mMr
Batch No. / : V2401853 Batch Quantity / : 17162.22 units /
Cepus Ne O6BeM napTHH 17162.22 eannni
Analytical Report No. / : 040002653589 Date of Analysis / : 30.09.2024
Anangradeckuii oryer No JlaTa anaausa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npon3BoACTBA I'onen no

Analysis performed according ND / Anasiu3s nposegen no HJI: JIT1-007239-300721

Ne [ Test / IlokasaTean

|
7 iWater / Bona

6 |Particle size / Pazmep yactun

Result / Pe3yabTaTsl Specification / Hopma B

100 % Particle size less than 2 mm — not less
than 95 %; / YacTuu pasMepoM MeHee 2 MM
— He MeHee 95 %;

95 % Particle size less than 0.25 mm — not less
than 60 %. / 4acTHL pa3MepOM MeHee
0,25 MM — He MeHee 60 %.

4.2 % Not more than 8.0 % w/w. / He 6onee 8,0 %.

8 Related substances /

(PoacTBeHHBIE IPHMeECH

|
- ibuprofen / ubynpogen

Below LOQ (LOQ = 0.04 %) /
Huxe npenena
KOJIMYECTBEHHOT'O

[ndividual unidentified impurity - not more
than 0.15 %. / Enunnunas

onpenenenns (IIKO = 0.04 %) wenaentnduunposaHHas NIpuMecs - He

oonee 0,15 %.

Below LOQ / Huxe npeaena
KOJIMYECTBEHHOTO Total impurities - not more than 0.5%. /
OlpefieTIEHH ] CymmMa nipumeceii - He 6onee 0,5 %.

Remarks : The Product confirms to ND/
Ipameuanne: ITpoaykT cooTBEeTCTBYeT TpeboaHusam HJI

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

JHara: 30.09.2024

JHata: 30.09.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Santosh ITposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoaurtess
Kumar Maurya g’/ . :}‘LL__ Amit Kumar /& ,‘.;
Reprint Date / Reprint Date / | Reprint Date / L

Hara: 30.09.2024

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4960 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwywr.drreddys.com




Dr.Reddy’s “:‘

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

Vifl. Khol, Nalagarh Road, Baddj,
Cistt. Solan, H.P., 173 205, INDIA
Tel : +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykt H6ykana® dxcnpece (MOynpogen + napaneramoli), NOPOLIOK J/Isi IPHIOTOBJICHHS
pacTBopa 15l IpYeMa BHYTPb, 400 Mr+325 mr

Batch No. / : V2401853 Batch Quantity / : 17162.22 units /
Cepus Ne O6pem napTun 17162.22 egnuun
Analytical Report No. / : 040002653589 Date of Analysis / : 30.09.2024
AHaluTHYecKHH oT4eT No JlaTa aHau3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npou3BoacTBa T'ogen no
Analysis performed according ND / Anasn3 npoeenen mo HJI: JIIT-007239-300721

Ne | Test / IlokazaTenn Result / Pe3yjabTaThl Specification / Hopma

- paracetamol / napayemamon

(10 = 0.01 %)

Below LOD (LOD = 0.01 %)/ Impurity K - not more than 0.15%. /
Hwxe npeaena oonapyxenus [Ipumecs K - ne 6onee 0,15 %.

Below BDL (Disregard Area Individual unidentified impurity - not more
f6349) /Humxe nopora peructpauuu {than 0.10%. / ExupHuuHas

(ITP Area 6349)

perucrpanH

HenaeHTHQUIPOBAaHHAS [IPUMECH - HE
donee 0,10 %.

Below BDL / Huxe nopora|Total impurities - not more than 0.5%. /

Cymma npumecet - ue 6onee 0,5 %.

9 |Uniformity of dosage units /
OaHOPOAHOCTD JO3MPOBAHHS

- ibuprofen / ubynpogen

- paracetamol / napayemamon

2.0

1.6

Acceptance value (AV) should not be more
than 15.0. / Ilokazatens npueMIIEMOCTH
(AV) nomxkeH 0T He Oonee 15,0.

Acceptance value (AV) should not be more
than 15.0. / TlokasaTens npHeMJIEMOCTH
(AV) nomxeH 6b1Th He Hostee 15,0.

Remarks : The Product confirms to ND/
IIpumeyanue: [IpoxykT cooTBeTCTBYET TpebopanusiM HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Hara: 30.09.2024

JHara: 30.09.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneHo: Santosh IIpoeepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoauTenb
Kumar Maurya @ ' 1: Amit Kumar /k/;
Reprint Date / Reprint Date / ' Reprint Date /

Jara: 30.09.2024

Registered Office: 8-2-3327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 2900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

wwiv.drreddys.com




Dr.Reddy’s Q!-'

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

Vill. Khol, Nalagarh Road, Baddi,
Cistt. Solan, H.P.,, 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product
IIponykr

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
H6ykann® Ixenpece (ubynpoded + napaueramolr), NOPOMIOK JAJisi IPUTOTOBJIEHHS
pacTBopa AJisl IpHeMa BHYTpb, 400 Mr+325 mr

Batch No. /
Cepus Ne

: V2401853

Batch Quantity /
O06beM napTHH

: 17162.22 units /
17162.22 enuHun

Analytical Report No. /
AHanuTHYeCKHi oTyeT Ne

: 040002653589

Date of Analysis /
JlaTa aHa;n3a

: 30.09.2024

Date of Manufacture / : 08/2024

JlaTa npou3BoOACTBA

Date of Expiry /
I'onen no

: 07/2026

Analysis performed according ND / Anasns nposenen no HJ: JITI-007239-300721

Ne [ Test/Iokasareas
10 | Microbial limits /

MukpoGHosorudecKkas YHCTOTA

Result / Pe3yabTaThl

NIL CFU/g /
KOE/r

NIL CFU/g /
KOE/r

Absentper 1 g/
OtcyTcTBYeT B IT

‘Specification / Hopma

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

O6tiee YUCI0 a3poOHBIX MUKPOOPraHN3MOB
- He 6onee 1000 KOE/T.

b) Total combined yeasts and mould -
not more than 100 CFU/g. /

O061ee YHCNO APOXKEBBIX M IJIECHEBBIX |
rpu6os - He 6onee 100 KOE/T.

¢) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyrcTBre B 1 T.

11 | Assay / KosanyecTBeHHoOe |
ompeeseHHe
- ibuprofen / ubynpogen

- paracetamol / napayemamon

390.1 mg (97.5%) /
390.1 mr (97.5%)

325.3 mg (100.1%) /
325.3 mr (100.1%)

360.0 mg to 440.0 mg of Ci3HisO2
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 M mo 440,0 Mr
CisHisO2 (ubynpoden) (ot 90,0 % no
110,0 % OT HOMHHANKLHOTO CONEPKAHNUSA) B
OJTHOM MAaKETHKE.

292.5 mg to 357.5 mg of CsHoNO:
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr no 357,5 mr

CsHoNO, (mapaneramon) (ot 90,0 % no

Remarks : The Product confirms to ND/

IIpumeuanne: ITpoaykt cooTBETCTBYeET TpeboBannsm HJJ

Conclusion : APPROVED /
3axiaouyenune: OJJOBPEHO

Prepared by /
[ToarotoeneHo: Santosh
Kumar Maurya

Checked by /
IIposepeno: Pawan Kumar

£

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBogurenb
Amit Kumar

[

Reprint Date /
Jata: 30.09.2024

Reprint Date /
Hara: 30.09.2024

! Reprint Date / \

Hara: 30.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 4G 4860 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOO4A507T

wwye.drreddys.com




Dr.Reddy’s Qg'

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoaykr Uoykmn® Ixcnpece (ubynpoden + napaneramod), HOPOIIOK /IS HPUTOTOBJICHHEH
pacTBOpa /s NpueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401853 Batch Quantity / : 17162.22 units /
Cepnus Ne O6bem naprTuu 17162.22 egnHnn
Analytical Report No. / : 040002653589 Date of Analysis / : 30.09.2024
AnannTHdeckni oTuer Ne JlaTa ananmn3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npoH3BOACTBa I'onen no
Analysis performed according ND / Ananus nposeaen no HJI: JITI-007239-300721
Ne Test / Iloka3arenn Result / Pesyabratbl | Specification / Hopma ]
i 110,0 % OT HOMHHAJILHOTO COAEPKAHHUS) B
| OTHOM MMaKeTHKE.
12 |Package / YmakoBka |5 ginasachet 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
patient information leaflet in
carton pack. / Ilo 5 r B
naKeTHKe u3
KOMOHHHPOBaHHOTO

MaTepuana (JaMHHHPOBaHHAs
6ymara/[TOHII/amomuHueBas

information leaflet in carton pack./TTo 58|

nakeTHKe u3 KOMOUHHUPOBAHHOTO |
MarepHana (laMuHHpOBaHHAS |
6ymara/TI3HII/antoMuaKeBas

donpra/[IDHIT). ITo 6 unu 9 naxkeTUKoOB
BMECTE ¢ MHCTPYKIIHeH Mo NPUMEHEHHIO B
MayYKy KapTOHHYIO.

| XpaHnenune

15 | Shelf life / Cpok roguocTu

tdhonera/112HII). Ilo 9

NMaKeTHKOB BMECTE c

UHCTpYKUHEN o

TPHMEHCHHIO B nayKy

KapTOHHYIO.
13 |Labeling / MapkupoBKa According to ND. / B cootBerctBun ¢ HJI. o
14 |Storage conditions / Store below 25 °C. / IIpu temnepatype He Bolie 25 °C.

2 years. / 2 Tofia.

Remarks : The Product confirms to ND/

ITpumeuanue: [TpoaykT cooTBeTcTBYeT Tpebosanusam HJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IToprororneHo: Santosh/’
Kumar Maurya

pr—

Checked by /
ITposepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Amit Kumar

e

Reprint Date /
Jara: 30.09.2024

Reprint Date /
Hata: 30.09.2024

7
,Z}b#

Reprint Date /
Iata: 30.09.2024

i

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 2900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s Q,’."

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hporykr : H6yxaun® Ikenpece (ubynpodeH + napauneTamoi), NOPOILOK /ISl NPHTOTOBJIEHHS
pacTBopa sl NpHeMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2401853 Batch Quantity / : 17162.22 units /
Cepus Ne O6beM napTHH 17162.22 ennnnn
Analytical Report No. / : 040002653589 Date of Analysis / : 30.09.2024
AHAINTHYECKHIT 0TYeT Ne JlaTa ananuza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npou3BoACTBA I'open xo

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

API name / HaumenoBanne APC: Ibuprofen sodium dihydrate /

Paracetamotl / ITapaneramonn

_ M6ynpodena HaTpus AUTUApPaT

INN / MHH: Ibuprofen / Ubynpoden Paracetamol / [1apaueramon
API manufacturer batch number / SB2F0004 APAPE2023060680
Homep cepuu npouspoanteisi ADC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHINH FEQAO00628 FEQA00453
npou3poanTens I'JID:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
Hpoussoaureas ADC, crpana: BAC® Kopnopeiiu, CIIHA I'panynec Unnust Jlumurten, Muaus

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ilpumeuanne: [IpogykT cooTBeTcTBYET TpeboBaHusam H/L 3akmodenue: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: Santos@f IIposepeno: Pawan Kumar Onobpeno: Menemkep / Pykosogurens
Kumar Maurya Amit Kumar * N\

y il /ﬁ,/ /ﬁ(‘/
Reprint Date / Reprint Date / Reprint Date / '
Hara: 30.09.2024 Hara: 30.09.2024 Hara: 30.09.2024

Registered Otfice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tl 91 40 4960 29060, Fax: +91 40 4900 2998, Email: maii@drreddys.com

CIN: L85195AP1984PLCON4507
www.drreddys.com




