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

CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoayxt U6ykmun® Dxcnpecc (u6ynpoden + napaneramot), OPOIIOK IS IPUTOTOBJEHUS

pacTBopa J1s IpHeMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2302276 Batch Quantity / 1 25621.33 units /
Cepus Ne O6bem napTiu 25621.33 ennHuig
Analytical Report No. / : 890001701387 Date of Analysis / 0 24.11.2023
AHanutuieckuit otyer No JlaTta ananuza
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
Hata npousBoacTBa Togex no

Analysis performed according ND / Auanus nposened no HJT: JITI-007239-300721

No Test / TlokazaTenn

Result / PesyabTaTni

~ Specification / Hopma

1 |Description / Onucanue

White powder, with a
characteristic odor. /
Iopouok 6enoro npera c¢
XapaKTEPHBIM 3aI1axoM.

White to off-white powder, with a
characteristic odor. / IToporitok ot 6enoro
J0 [o4TH 0enoro 1BeTa, ¢ XapaKTepHBIM
3aMaxoM.

2  |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccraHoB/IeHHBIH pacTBOp characteristic odor, with small| odor shall be observed, may have small
amount of suspended particles.| amount of suspended particles. /
- appearance / onucanue BecusetHplii  pacTBOp c| BecuBeTHsIii pacTBOp ¢ XapakTepHbIM
XapaKTEPHBIM  3alaxoM, C| 3allaxoM, C BO3MOXHBIM COZIEpKaHHEM
HEOOIBLINM KOJIMYECTBOM | HEOOJIBIIOrO KOJUYECTBA B3BEINEHHBIX
[ [B3BELUCHHBIX YACTHLL. YaCTHUIL.
| Ne Test / Iloxazaresan Result / PesynpTaTh! | Specification / Hopma
' - Color of the solution / Complies / | Color intensity of the solution does not
yeemHocmp CooTtBeTcTBYET exceed color intensity of reference

standard By. / PacTBop momxkeH 6bITh
OKpalleH He 6oJiee HHTEHCHBHO, YeM
3TaJIOH Bo.

3 |Dissolution time /
Bpems pacTBopenus

01 min 08 sec/ 01 mun 08 cex

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

4 | pH of solution / pH pacrBopa

6.6

58t07.8./0158 107,8.

Remarks : The Product confirms to ND/

Ilpumeyanne: [Ipoaykt cootBeTcTBYeT TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmrouenne: OJJOBPEHO

Hara: 24.11.2023

Hara: 24.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: PraveslyRana | IIpoepeno: Santosh Kumar Onobpeno: Menemkep / Pykqpoantens

5 Maurya ._’f’:"—-— Kusum Lata s
Reprint Date / Reprint Date / Reprint Date /

Jarta: 24.11.2023

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
www.drreddys.com



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
CEPTHOUKAT AHAJIN3A
Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
IMpoayxt Ubyxnua® Dxenpecc (ubynpoder + napaueramon), NOPOILIOK JJIs IPUTOTOBJIEHHUS
pacTBopa AJisl IpueMa BHyTpb, 400 Mr+325 mMr
Batch No. / 1 V2302276 Batch Quantity / : 25621.33 units/
Cepus Ne Ob6beM napTuu 25621.33 enuHul
Analytical Report No. / : 890001701387 Date of Analysis / : 24.11.2023
AHanutuveckuii oryet Ne Jara ananuza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Hara npousponcraa I'onen oo
Analysis performed according ND / Aranus nposeaen mo HJT: JITT-007239-300721
Ne | Test / Tloka3aTen Result / Pe3yabTaTnl l Specification / Ilopma
5 [Identification / TToaTMHHOCTD Complies / | The retention times of the main peaks
CooTBeTCTBYET in the chromatograms of test solutions
@ity R EC AR should correspond to those in the
— Ibuprofen / ubynpoghen chromatograms of reference standards
solution (Assay section). / Bpems
— Paracetamol / napayemamon YACPXHBAHHA OCHOBHBIX MHKOB Ha
XpoMarorpaMmax HCTBITYEMBIX
pacTBOPOB [OJKHBI COOTBETCTBOBATH
BpEMeHaM YAEPKUBAHHS
COOTBETCTBYIOLIMX OCHOBHBIX [ITHKOB
Ha XpoMaTorpammax pacTBopa
CTaHAApPTHEIX  oOpa3uoB  (pasjen
L «KonM4ecTBEHHOE ONpPEAENICHIE)).
B) by HPLC-UV / BOXX-Y® R 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 / napayemamon paracetamol standard solutions. / TTpu
npoBeneHnu Tecta «KoauuecTBeHHOE
orpe/ieIeHUE Y®-criekTphl
UCIIBITYEMBIX ~ pacTBOPOB  JOJDKHEI
COOTBETCTBOBATH Y ®-cnexrpam
CTAaHIApTHHIX PacTBOPOB HOympodeHa
U TapateraMmorna.

Remarks : The Product confirms to ND/
ITpumeuanme: [TponykT cootBeTcTBYeT TpeGoBanusaM H]J

Conclusion : APPROVED /
3arxaouyenne: OJOBPEHO

Prepared by /
IToaroroeneno: Pravesh Rana

Checked by /
IIpoBepeno: Santosh Kumar
L Maurya

o

Approved by: Manager/Executive /
Onobpero: Menexkep,/ RykoBouiTess
Kusum Lata :

==l

Reprint Date /
Hara: 24.11.2023

Reprint Date /
Hata: 24.11.2023

Reprint Date /
Hara: 24.11.2023

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q’:‘

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

Vill. Khel, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykt U6bykmuu® Dxcnpecc (bynpoden + napareramont), HOPOLIOK A1 IPHIOTOBIEHHS
pacTeopa /i1s npyuemMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302276 Batch Quantity / : 25621.33 units /
Cepus No O6beM napTuu 25621.33 eauHuIl
Analytical Report No. / : 890001701387 Date of Analysis / 1 24.11.2023
AHanuTudeckuii otyeT No Jara ananuza
Date of Manufacture / 1 1172023 Date of Expiry / 1 10/2025
Jara npon3BoncTea T'open go
Analysis performed according ND / Ananu3s nposegen no HJI: JIIT-007239-300721
Ne | Test / [loxasarenn Result / Pe3yabTaTthl ' Specification / Hopma |
6 |Particle size / Pasmep wacTun 100 % Particle size less than 2 mm —not less |
' than 95 %; / YacTtuL pazmepoM MeHee
2 MM — He MeHee 95 %;
&8 % Particle size less than 0.25 mm — not
less than 60 %. / qacTul pasmepom
MeHee 0,25 MM — He Meree 60
%.
7 |Water / Boxa 4.9% ‘Not more than 8.0 % w/w. / He Gonee
8,0 %.
8 |Related substances /
PoacreeHHble NpuMecH
- ibuprofen / ubynpodhen BDL (Disregard Area= 12194) / |Individual unidentified impurity - not
Huxe [Opora perucTpanuu (I"p  |more than 0.15 %. / Equnu4Has
=12194) HeUJEeHTU(DHLMPOBAHHAS IPUMECH - He
Goiee 0,15 %.
Below Disregard Limit / Huxe ;thal mmpurities - N ot m%re thag 23/%
Mopora percTparyH) yMMa npumeceii - ve 6Gonee 0,5 %.

Remarks : The Product confirms to ND/
IIpumeyanne: IIpoayxT coorBercTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

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

IMoarorosnexo: PraveshéRana IlpoBepeno: Santo%umar Onobpeno: Menemkep / Rykogoanrensb
- Maurya N — Kusum Lata e

Reprint Date / Reprint Date / Reprint Date /

Mara: 24.11.2023 Jata: 24.11.2023 Ilata: 24.11.2023

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
www.drreddys.com



Dr.Reddy’s Q3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponykt U6ykaun® Dxcnpecc (bynpodeH + napaieramon), HOPOLIOK s PUTOTOBJIEHHS
pacTsopa A npuema BHYTpb, 400 mr+325 mr
Batch No. / 1 V2302276 Batch Quantity / : 25621.33 units /
Cepust Ne O6neM napTuu 25621.33 enunuis
Analytical Report No. / : 890001701387 Date of Analysis / 1 24.11.2023
AHanutuyeckuif oryer No Jarta ananuza
Date of Manufacture / 1 11/2023 Date of Expiry / 1 10/2025
Jlata npou3BoacTBa I'omeH no
Analysis performed according ND / Ananu3z nposenen no HJI: JITT-007239-300721
N Test / Ilokasarean Result / PesyabTaThl Specification / Ilopma
- paracetamol / napavyemamo.n Below LOD (LOD = 0.01%) / [mpurity K - not more than 0.15%. /
Hwxe npegena konuyectsenHoro  [[Ipumeck K - e 6osee 0,15 %.
onpeznenenus (IIKO = 0.01 %)
BDL (Disregard Area= 6546) /| . . ) )
Hue mopora peructpamn (TP Individual unidentified impurity - not
p pai
B more than 0.10%. / Equanynas
=6546) HeUeHTUDHIIMPOBAHHAS TIPUMECH - HE
6onee 0,10 %.
Below Disregard Limit / Huke  [Total impurities - not more than 0.5%.
[IOpora perucTpaniu ) Cymma npumeceti - He 6oiee 0,5 %.
9 |Uniformity of dosage units /
OaHOpPOAHOCTE T03UPOBAHUS
- ibuprofen / ubynpoghen 27 Acceptance value (AV) should not be
' more than 15.0. / TTokasarens
npueMneMmocTy (AV) nomkeH ObITh He
Oonee 15,0.
FRaLECEAV Y nanayenasor 2.7 Acceptance value (AV) should not be
‘ more than 15.0. / Tloka3zaTens

Remarks : The Product confirms to ND/

IIpumeuanue: [IpogykT coorBeTcTBYET Tpebopanusm HJT

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
IlonrorosneHo: PraveshRana
é Maurya

—

Checked by /
IIpoBepeHo: Santosh Kumar

e

Approved by: Manager/Executive /
Onobpeno: Meuemkep / Pykqsoautens

Kusum Lata N

—_—

Reprint Date /
Hara. 24, 11,2023

Reprint Date /
Mata. 2:4.11.2023

Reprint Date /
Jara: 24.11.2023

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

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
CEPTUDUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Ipoaykr U6ykmuan® Dkcnpece (M6ynpodeH + napaueramo), NOPOLIOK ISl IPUTOTOBJEHHUS
pacTBopa JJis ipuemMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302276 Batch Quantity / 1 25621.33 units /
Cepust No O6beM napTuu 25621.33 enuHuy
Analytical Report No. / : 890001701387 Date of Analysis / 1 24.11.2023
AHanutuyeckuii otyeT No JlaTta ananmusa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jata npon3BoAcTBa I'ozmen no
Analysis performed according ND / Ananu3s npogegen no HJI: JITT-007239-300721
| Ne | Test / IToka3zaTeb I Result / Pe3yabTaThl Specification / Hopma |
' - ] npueMineMocty (AV) 1omxkeH ObITh He
| 6onee 15,0.
10 | Microbial limits /
Mukpo6uosiornyeckast YHCTOTA a) Total aerobic microbial count -
NIL CFU/g/ not more than 1000 CFU/g. /
| KOE/r O06iiiee HHCJIO a3pOOHBIX
MHUKpPOOPTaHU3MOBR - He Gonee 1000
KOE/T.
b) Total combined yeasts and
NIL CFU/g / I.mould - not more than 100 CFU/g. /
KOE/r Obluee  4YHCIO  APOXKIKEBBIX U
MIeCHeBBIX rpuboe - He OGojee 100
KOE/r.
Absentper 1 g/ c) Escherichia coli - shall be absent per
Orcyrtctayer B 11 1 g./ Escherichia coli - orcyrcTBue B 1
r.
11 | Assay / Kosmn4yecTtBeHHOE
ompe/eeHue
- ibuprofen / ubynpoghen 402.1 mg (100.5%) / 360.0 mg to 440.0 mg of Ci3Hi30;
402.1 mr (100.5%) (ibuprofen) (90.0 % to 110.0 % oflabel
claim) per sachet. / Ot 360,0 mr no
440,0 mr C;3H;30, (ubympocden) (ot
l - 90,0 % 1o 110,0 % OT HOMHHANBHOTO |

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr cootBeTcTByeT TpeboBanusM HJJ

Conclusion : APPROVED /
3akaruenne: OJJOBPEHO

JHata: 24.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
ITomrororneno: PraveslyRana | IIpoBepeno: Santosh Kumar Onobpeno: Menemxkep / Pykqsoantens

L Maurya ¢ = Kusum Lata = —
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.11.2023

Jarta: 24.11.2023

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
www.drreddys.com



Dr.Reddy’s “5.‘.

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
www.drreddys.com

material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and patient

information leaflet in carton pack. /

Ilo 5 r B naketuke U3
KOMOMHHMPOBaHHOTO  MarepHana
(naMuHMpOBaHHAS
6ymara/[1DHI1/amoMuHKeRast
¢onera/I[IHIT). [lo 6 nakeTHKOR
BMECTE €  MHCTpyKUUEeH 1o

NPHUMEHEHHIO B MAYKy KapTOHHYFO.

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Iponyxt U6yknuu® Dxcnpece (ubynpodeH + napaneramo), HOPOLIOK s IPUTOTOBAEHHUS
pacTBopa AJis npuema BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302276 Batch Quantity / : 25621.33 units /
Cepus Ne O6beM mapTuu 25621.33 equuun
Analytical Report No. / : 890001701387 Date of Analysis / 1 24.11.2023
Ananutuieckuii otaet No JlaTa aHanuza
Date of Manufacture / : 11/2023 Date of Expiry / 1 10/2025
JlaTa npoun3BoacTBa I'onen no
Analysis performed according ND / Ananus nposenen no HJT: JITT-007239-300721
- Ne | Test / Ilokasarean Result / Pe3yabTaThl Specification / Hopma
‘ COIepXKaHusl) B OJTHOM MAKETHKE,
- paracetamol / napayemamon 333.2 mg (102.5%) / 292.5 mg to 357.5 mg of CgHyNO,
333.2 mr (102.5%) (paracetamol) (90.0 % to 110.0 % of
label claim) per sachet. / Ot 292,5 mr
1o 357,5 mr CgHoNO; (napaneramon) |
(or 90,0% nmo 110,0 % ot
HOMHHAJIBHOTO COZIEPXKaHHs) B OLHOM
MaKeTHKE.
12 |Package / YnaxoBka 5 g in a sachet of a combination|5 g in a sachet of a combination

material (laminated
paper/LDPE/aluminum foil/LDPE). 6
[or 9 sachets and patient information
leaflet in carton pack. / Ilo 5 r B

NakeTHKe W3  KOMOMHHPOBAHHOTO
marepuana (JTaMUHHpOBaHHAas
6ymara/[I1OHIl/amomuHueRast

¢donera/[IHIT). Tlo 6 wm 9

MaKECTHKOB BMECTE C PIHCprKL[PIeﬁ no
MPUMEHCHUIO B MMa4YKy KapTOHHYIO.

Remarks : The Product confirms to ND/

Ilpnmeuanue: [IponykT cooTBeTCTBYET TpeboBanmsm H]{

Conclusion : APPROVED /
3axmouyenue: OJJOGPEHO

Pr'epared by/
ITonroroneno: Pravesh Rana
‘ Maurya

Checked by /
ITpoBepeno: Santoshﬁmar

OnobpeHo:
L.-"-..-.

Kusum Lata

Approved by: Manager/Executive /

HTEIb

Menemxep / Pygio
ko

-

"

Reprint Date /
Jara: 24.11.2023

Reprint Date /
Hara: 24.11.2023

Reprint Date /
Hata: 24.11.2023

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
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

CEPTHOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykt U6yxmua® Dxcnpece (MbynpodeH + napaueramorr), mOpoLIOK 1Jist IPHUIOTOBJIEHH

pacTBOpa JJIs IprHeMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2302276 Batch Quantity / : 25621.33 units /
Cepus Ne Obrem napThu 25621.33 equHu
Analytical Report No. / : 890001701387 Date of Analysis / : 24.11.2023
Ananutuyeckuif otyet No [Hata ananuza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jata npousBoacTBa T'omen no

Analysis performed according ND / Anayiu3z nposeaed mo HJI: JIIT-007239-300721

Result / Pe3yanTaTnl

| Specification / Hopma

"According to ND. / B cootsetcTBiH ¢ HJI,

XpaHeHue

Ne Test / IokazaTenn !
13 |Labeling / MapkupoBka
14 |Storage conditions /

Store below 25 °C. / IIpu Temnepatype He Bbiie 25 °C.

15

Shelf life / Cpok roanocTu

2 years. / 2 ropa.

API name / Haumenosanue A®C:

Ibuprofen sodium dihydrate /
H6ynpodena HaTpys AMrHApaT

Paracetamol / IlapaneTtamon

npoussoauteas I'J1D:

INN / MHH: Ibuprofen / Ubynpoden Paracetamol / ITapaueramon
API manufacturer batch number / SB1F0061 APAPE2023060684
Homep cepuu npouszpogurenass A®C:

FP Manufacturer API Batch number /

Howmep cepnu cy6cTanmuu FEQA00014 FEQAO00344

API Manufactured by & country /
IIpoussoantens A®C, cTpana:

BASF Corporation, USA /
BAC® Kopnopeiimn, CIIA

Granules India Limited, India /
I'panynec Unaus Jlumuren, MUnans

Remarks : The Product confirms to ND/
IIpameyanne: [Tpogykr coorsercTByeT TpebopanusM HJJ

Conclusion : APPROVED /
3akmaouenune: OJOBPEHO

Hara: 24.11.2023

Hara: 21.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Iloxgrorosneno: Pravezh Rana | [IpoBepeHo: Santosh Kumar Onobpeno: Menemxep / Pyﬁ&%wm

2~ Maurya 5> Kusum Lata =
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.11.2023

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
www.drreddys.com




