Dr..Red‘dy’s ".

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Tpoaykr : H6yxauu® Ixcnpece (nb6ynpoden + napaneramos), NOPOIIOK AT TPHIOTOBJEHHS
pacTEOpa ANS NpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2401757 Batch Quantity / :+ 16302.00 units /
Cepust No O6bem napTHH 16302.00 extiauy
Analytical Report No. / 1 040002648567 Date of Analysis / : 17.09.2024 B
Ananurnyeckuii oryer Ne JaTa ananuza
Date of Manufacture / 1 08/2024 Date of Expiry / : 07/2026
Jara npos3BojcTBA T'ogen 1o
Analysis performed according ND / Ananus nposeaen mo HJI: JIII-007239-300721
Ne | Test/Mokasaten |  Result/Pesyabratel | _ Specification / Hopma |
1 |Descrlpt|on / Onncanue White powder, with a White to off-white powder, with a
| characteristic odor. /| characteristic odor. / ITopomoxk ot Genoro
:' | Ilopowmok Genoro 1pera c¢| A0 NouTH GeNIOro LBETd, C XapaKTEPHBIM |
XapaKTepHBIM 3armaxoM. 3aMaxoM.
2 | Reconstituted solution / Colourless solution with alColourless solution with a characteristic
BoccTanoBseHHBIH pacTBop characteristic odor, with small| odor shall be observed, may have small|
| amount of suspended | amount of suspended particles. /
J - appearance / onucarue | particles. /  DecupeTHbtif| BecuBeTHBIf pacTBOp € XapaKTE€pHBIM
pacTBOp €  XapaKTEePHRIM | 3aMaXoM, C BO3MOXHEIM COJIEPIKAHHEM
| 3amaxoM, ¢  HeOONBIIMM | HeOONBIIOr0 KOJMYECTBA  B3BELUEHHBIX
KOJMYECTBOM  B3BELIEHHBIX | YACTHIL.
| | acTa.
Ne |  Test/Ilokazatens | Result/ PesyabTaThi Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
ygemuocnp CootseTCTBYET exceed color intensity of reference standard
Bo. / PactBop momkeH OBITH OKpalICH HE
k foJee HHTEHCHBHO, HEM ITANIOH Bo.
3 | Dissolution time / 01 min 05 sec/ 01 mun 05 cex | Not more than 5 min. / He 6onee 5 Mun.
Bpemsi pacTBopeHns
4 |pH of solution / pH pacTBOpa | 6.7 5.8t07.8./0715,8 no 7,8.

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipopyxr cooTeTcTBYeT Tpebosanuam HII

Conclusion : APPROVED /_
3akarouenne: OJOBPEHO

Prepared by /
Tloarorosneno: Yograz

Checked by /
ITposepeno: Rama Kant

Approved by: Managet/Executive /

Jara: 17.09.2024

Jara: 17.09.2024

Onobpetio: Menemkep / PYI\OBOJ.UU‘UIL e
(2, Q.u.tli/r Manoj Kumar Z,LL“
Reprint Date / Reprint Date / Reprint Date /

Hara:

17.09.2024

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

CIN: L.85195AP1984PLCOD4S07

www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A
[Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr H6yrann® Dxenpecc (Mbynpoden + napaneramon), MOPoIIOK 215 IPHTOTOBJIEHHS
PACTBOPA /ITH IpHEMA BHYTPb, 400 Mr+325 mr
Batch No./ 1 V2401757 Batch Quantity / : 16302.00 units /
Cepus Ne Of6bem NapTHH 16302.00 enmuwig o
Analytical Report No. / : 040002648567 Date of Analysis / : 17.09.2024
AHannTHYecKnii oTyer Ne JlaTa aHann3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026

JlaTa npoU3BOICTBA

T'oneu g0

Analysis performed according ND / Anayu3 nposeges no HJI: JITI-007239-300721

Specification / Hopma

— Paracetamol / napayemanmon

| Ne | Test / Jlokasatenp | Result / Pe3ysibTaThl 1
5 [dentification / HOI(J'[HHHOCTb | Complies / The retention times of the main peaks in the
| - CootseTcTBYET chromatograms of test solutions should|
el g ‘ correspond to those in the chromatograms of |
— Ibuprafen / ubynpoghen reference  standards  solution  (Assay
section). / Bpems yIepxHBaHAS OCHOBHEIX
~ Paracetamol / napayemanon MHUKOB Ha XPOMATOrPAMMAX MCTBITYEMBIX
[pacTBOpPOB  HOMKHBI  COOTBETCTBOBATH
BpeMEHaM YASPKHBAHUA |
COOTBETCTEYIOIINX OCHOBHBIX THKOB Ha
XpOMATOTpaMMax pacTBOPa CTAHAAPTHSIX |
ofipasuos  (pasgen  «KonAuecTReHHoe

_____ S L onpe,ueneune»)

{B) by HPLC-UV / BOXX-Y® Complies / When carrying out the "Assay” test, the
CootBeTCTBYET UV spectra of the test solutions should
~ Ibuprofen / ubynpoghen ¢ corregpond to those of ibuprofen and

| paracetamol standard solutions. / [lpu|
iﬂpoueueuuu tecra  «Ko/MUYecTBERHOE |
onpeziesietne» YP-ClEKTPl HCITHITYEMbIX
IpaCTBOpOB JIOJDKHB] COOTBETCTBOBaTh Y-
CreKTpam CTaHIAPTHLIX pacTBOpOB
ufynpadera » mapaneTaMnna,

|
|

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoxykr cooteeTcTBYET TpeboBanuam HJ

Conclusion : APPROVED /
3aknouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[loxrorosnena: Yograz ITpoBepeno: Rama Kant OnobpeHo: Menejxep / PykorRoAMTE 1~ u
D A et ﬁ Manoj Kumar M_,

Reprint Date / Reprint Date/  ° Reprint Date /

Jara: 17.09.2024 Jara: 17.09.2024 Hara: 17.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, 1India

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: LRS19SAP19R4PLCONLS07
www.drreddys.com



Dr.Reddy’s ":°

Dr. Reddy's Laboratcries Ltd.
Formulaticn Unit-6

Vilt. Khol, Nalagarh Road, Baddli,
Distt. 5olan, H.P,, 173 205, INOIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJTH3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoayxr : WGyikann® Ixenpece (nGynpoden + napaneramodn), IOPOUIOK JTst NPHIOTOBJICHNS

pACTBOpPA JUIN ApHeMa BHYTPh, 400 Mr+325 mr
Batch No. / : V2401757 Batch Quantity / :+ 16302.00 units /
Cepusn Ne O6bem mapTHH 16302.00 eaitHmu
Analytical Report No. / : 040002648567 Date of Analysis / : 17.09.2024
ApanuTHyecknii oryer N\e JlaTa anaansa

: 08/2024 Date of Expiry / : 07/2026

Date of Manufacture /

JlaTa NpOUIBO/ICTBA

['oneu go

Analysis performed according ND / Anans nposeien no HL: JIT1-007239-300721

Specification / Hopma_

POIICTBellele nmpHMeECH

- ibuprofen / ubynpogen

- paracetamol / napauemamon

Huxe nopenena
KQIIHYECTBEHHOrO
onpenenenns (ITIKO = 0.04 %)
Below LOQ / Hixe npepena

Below LOD (LLOD = 0.01 %) /
Humxe npenena obHapy;xeHus
(TIO = 0.01 %)

Below BDL (Disregard Area
6255) /Huxe nopora perucrparmm
(I'TP Arca 6255)

Below LOQ (LOQ =0.04 %) / ndividual unidentified impurity - not more

[ N Test / Tlokazateis | Result/Pesyasratet | Spec _
| 6 [Particle size / Pasmep wacTun 1 100 % [Parficle size less than 2 mm —not less |
[ ' than 95 %; / YacTHu pazMEpPoOM MeHee 2 MM |
— He MeHee 95 %;
97 % Particle size less than 0.25 mm — not less
than 60 %. / yacTul pa3MEPOM Mcliee
025 MM 118 Menee A0 %4
1 !
| |
1 | i "
7 "Water / Boga ]I 4.5% Not more than 8.0 % w/w. / He Gonee 8,0 %.
8 |Related substances / ] 5= . B

than 0.15 %. / EnunnuHas
HerAeATHGULMPOBAHHASA TIPUMECH - HE
oonee 0,15 %. ’
Total impurities - not more than 0.5%. /
Cymma npumecedi - He 6onee 0,5 Yo.
Impurity K - not more than 0.15%. /
[Iprmecs K - He 6onee 0,15 %.

Individual unidentified impurity - not more
than 0.10%. / Exnnudnas
HenAeHTHGUIHPOBAHHAS NPUMECD - HE

Romarks : The Product confirms to NDV/ Cancinsion : APPROVED /

Mpumeuanne: [ponykr coorsercrayer Tpebopanuam HI Zaaouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Iloarorosnexo: Yograz TTposepeHo: Rama- K nw Ono6peno: Meneniep / PykoroanTe s~ ('
I m o Manoj Kumar R

Reprint Date / E Reprint Date / - Reprint Date /

Jlarta: 17.09.2024 Hara: 17.09.2024 Hara: 17.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara FHills, Hyderabad - $00034, Telangana, India
Tel: 191 40 4900 2900, Fax: +91 40 4200 2999, Email: mali@drreddys.com

CIN: L85195AP1984PLCAD4507
wiwwy rleredeys rem




'

.

Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMpoayicr Hoykmmu® xenpece (nbynpoden + napaueramo), NOPOILOK A5 HPHIOTOBICHHS
pacreopa AJd npHeMa BHYTPb, 400 mr+325 mr
Batch No. / 1 V2401757 Batch Quantity / : 16302.00 units /
Cepun Ne O61LeM napras 16302.00 ennnun =
Analytical Report No. / : 040002648567 Date of Analysis / : 17.09.2024
AuyanuTHYecKknit oTyer Ne Jara anaansza
Date of Manufacture / :+ 08/2024 Date of Expiry / : 07/2026
JlaTa ipoM3BOACTEA I'omen 10 M

Analysis performed according ND / Ananus nposenen no HJI: JITT-007239-300721 ") ]

Specification / Hopma

Ne | ~ Test/ HokazaTens [ Result/Pe3yanTaTni
i S P Below BDL / Huxe nopora jgonee 0,10 %.
pervcrpauym ['otal impurities - not more than 0.5%. /
(Cymma npumeceii - ve 6onee 0,5 %.
9 |Uniformity of dosage units / > iy i J
| OpHOPOAHOCTL 103HPOBAHHS
| - ibuprofen / ubynpodhen 2.4 Acceptance value (AV) should not be more
| | than 15.0. / Tloka3atens npHEMIEMOCTH
‘ | (AV) nomxeH 661 He Gonee 15,0.
[ - paracetamol / napanemamon | 1.9 Acceptance value (AV) should not be more
| | than 15.0. / [Tokasarens NpHEMIIEMOCTH
L B il e B _ |(AV) nomxeH OeiTh He bonee 15,0, i
| 10 | Microbial limits /
Mukpo6nonornyeckas 4icrora NIL CFU/g/ a) Total aerobic microbial count - not
| KOE/r more than 1000 CFU/g. /
O6uiee uKcio a3pobAbIX MUKPOOPraHu3MOB
- ve 6onee 1000 KOE/r.
NIL CFU/y / b) Total combine(/l yc;asts and mould -
KOE/r [not more than 100 CFU/g. |
O6mee UHCIO APONKEBBIX H TJIECHEBBIX
rpubos - He Gonee 100 KOE/T.
Absent per 1 g/ c) Escherichia coli - shall be absent per 1 g./
) I OtcyTcTBYET B 1 Escherichia coli - otcyTcTBue B 1 T.
11 | Assay / KosmuecTBeHHOE

onpeaeJIcHic

|

Remarks : The Product confirms to ND/
Tpumeuanue: [TpoaykT cooTBeTcTBYeT Tpebosatnam HI

Conclusion : APPROVED /
Sakmouyenue: OJOBPEHO

Prepared by /
[Togrorosnexo: Yograz

3 B

Checked by /
IIposepeno: Rama.\'lﬁnl "

v~

Approved by: Manager/Executive /
Opobpeso; Menepxep / P)’KOBOJIPITean“;:& .
Manoj Kumar A

[

A
L
—

Reprint Date /
Iata: 17.09.2024

Reprint Date /
Hara: 17.09.2024

=7

Reprint Date /

Hara: 17.09.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29Q0, Fax: +91 40 4300 2999, Email: mai!@drreddys.com
CIN: L85195AP1984PLCOD4507

wway drreddys rom
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Dr.Reddy’s ‘f:'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAIUM3A

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

Mpoayxr : H6ywann® Dxenpece (ubynpoden + napaueramoi), OPOIIOK A5 NPHIOTORICH S
pacTBOpa /1A pHeMa BHYTPb, 400 mr+325 mr

Batch No. / : V2401757 Batch Quantity / : 16302.00 units /

Cepust Ne O6beM napTHH 16302.00 ensHyi

Analytical Report No. / : 040002648567 Date of Analysis / : 17.09.2024

AnaaurHdeckuii oTyer Ne JlaTa aHanH3a

Date of Manufacture / : 08/2024 Date of Expiry / + 07/2026

JlaTa mpoH3BOACTBA Tonen g0

Analysis performed according ND / Ananus npoBenes no HJI: JI1-007239-300721

Specification / Hopma

N | Test/Ioxazarens |  Result/Pesyawrater | Specif
- ibuprofen / ubynpogen | 394.5 mg (98.6%) / 360.0 mg to 440.0 mg of Ci3H;0;|
! 394.5 mr (98.6%) (ibuprofen) (90.0% to 110.0 % of Tlabel|
' claim) per sachet. / Ot 360,0 Mr 10 440,0 Mr
[ ‘ Ci3H1s0: (ubynpoden) (ot 90,0 % o)
5 i 110,0 % OT HOMHMHATILHOIO CONEPXKAHHS) B
i OJIHOM TMaKeTHKe.
|
- paracetamol / napayemamon 324.4 mg (99.8%) / [292.5 mg to 357.5 mg of CsHoNO;
- 324.4 mr (99.8%) [ (paracetamol) (90.0 % to 110.0 % of label
[ | claim) per sachet. / Ot 292,5 Mr Ko 357,5 Mr
[ |CsHoNO; (mapaueramon) (or 90,0 % 10
{110,0 % OT HOMHHANBHOIO COAEPKAHUS) B
OIHOM [MaKeTHKeE. '
|
12 |Package / YnakoBka 5 gin a sachet ofa combination | 5 g in a sachet of a combination mate.rial'[.
material (laminated | (laminated paper/LDPE/aluminum |
paper/LDPE/aluminum I foil/LDPE). 6 or 9 sachets and patien.t|
foil/.LDPE). 9 sachets and information leaflet in carton pack./Ilo5Srs
patient information leaflet in|nmaketuke U3 KOMOUHHPOBAHHOTO
carton pack. / Tlo 5 r B|MaTepuana (namnHHpOBaHHAA

HaKeTUuke u3
KOMOHHHPOBAHROTO
Marepuaiia (TaMUHHPOBaHHAs

6ymara/IIDHI1/amomMnuuenas

Remarks : The Product confirms to MLV

Ipumeuanne: ITpoaykT cooTBeTCTBYET TpeboBanyam HJI

¢onera/IISHIT). [lo 9
TIAKETHKOB BMECTE c
Conecl

Sakmouenne: OJJOGPEHO

6ymara/[1OHIl/anroMmunmrenas
donbra/TISHI). Ilo 6 um¥ 9 makeTHkoB
BMECTE C HHCTPYKIUEH 110 NPUMEHEHHIO B
MayKy KapTOHHYIO.

nsion ' APPROVED /

Prepared by / Checked by / Approved by: Manager/Executive / .

[Toarotosneno: Yograz- [TposepeHo: Rama-Kant Onobpeno: Menemxep / Pykosoautens é _Z,!! L LO
' rﬁ‘_u_l i/ Manoj Kumar

Reprint Date / Reprint Date/ Reprint Date /

Hara: 17.09.2024 Hara: 17.09.2024 Hara: 17.09.2024

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

CIN: L85195AP1984PLC004507
www.drreddys.comn




Dr.Reddy’s Q!-

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJTHU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : Hoyxmun® Jxenpece (ubynpodren + napaneramon), NOPOIIOK A5 TPHTOTOBIEHNS
pacTBOpA /N IpHemMa BHYTpb, 400 mr+325 mr
Batch No. / : V2401757 Batch Quantity / : 16302.00 units /
Cepua Ne O6Bbem napTun 16302.00 enmnnu
Analytical Report No. / : 040002648567 Date of Analysis / : 17.09.2024
AnagaTHyeckuii oTuer Ne Jlarta ananusa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa nNpoH3BOCTBA I'ogexn a0
Analysis performed according ND / Auaans nposeaen mo HII: JI1-007239-300721
[ Result / PesyabTaThl | Specification / Hopma

Ne | Test / ITokasaTean

13 |Labeling / MapkupoBka

HHCTPYKUHEN fno |
| npUMeHeHHn B nayxy
| KAPTOHHYIO. |

“"According to ND. / B cootetctBus ¢ H/IL

Store below 25 °C. / I1pu Temnieparype He Boiue 25 °C. F

14 |Storage conditions /
XpaHenue
15 |Shelf life / Cpok roanocTH 2 years. / 2 roga. .

API name / HaumenoBanue APC:

Ibuprofen sodium dihydrate /
HbynpodeHa HaTpU IHrHAPAT

Paracetamol / [lapanetamosn

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

API manufacturer batch number /

SB2F0004

APAPE2023060680

Remarks : The Product confinms to ND/

Ipumeuanue: [Tponyxr coorseTcTBYeT TpeGoBanuaM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by /

TlogroroBnero: Yograz [IpoBepeno: Rama, Kant Onobpeno: Meremxep / PykoBoauTesb & - z LJ)
( n g,LLD Manoj Kumar )

Reprint Date / Reprint Date / i Reprint Date /

Hara: 17.09.2024 Hara: 17.09.2024 Mara: 17.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: maili@direddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

CEPTUM®HKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
MpoayxT A6ykmnn® Ixenpece (1bynpoden + napaneramos), HOPOINOK i HPHTOTORACHHA
pacTBOpA A5 HpHEMA BHYTPb, 400 Mr+325 mr

Batch No. / : V2401757 Batch Quantity / : 16302.00 units /
Cepus No Ob6bem napTuy 16302.00 ennumL
Analytical Report No, / : 040002648567 Date of Analysis / : 17.09.2024
AuajiurHyecknii oryer No JlaTa anaaHsza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npoH3BOACTBA T'ogen a0
Analysis performed according ND / Auaaus nposenen no HJL: JIII-007239-300721

Homep cepun npon3poautenst APC:

FP Manufacturer API Batch number /

Homep cepun cybcrannmuy FERA00041 FEQA00453

nponzsoauTest LJIdD:

API Manufactured by & country / BASF Corporation, USA /
Ipoussogutens APC, cTpaHa: BAC® Kopropeitun, CIIA

Granules India Limited, India /
[panynec Uuaus Jlnmuten, Unaus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [TpoaykT coorreTcrayeT Tpeforannasm HJT 3axmouenne: OJJIOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive / )
[ToarotoeneHo: Yograz IIpopepeno: Ramg Kant Onobpeno; Meuemiep / PykoBoaurenb \ &’4
Ggm o i gﬂ{LlLt— Manoj Kumar \h wr
Reprint Date/ Reprint Date / < Reprint Date /
Hara: 17,09.2024 Hara: 17.09.2024 Jlata: 17.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabud - 500034, AP, Tndia

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: maili drreddys.com
CIN: L85195AP1984PL.COO4507

www.drreddys.com




