d , ‘ ...0 Dr. Reddy's Laboratories Ltd.
™) Formulation Unit-6
Dr. Red y s ° Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

+ CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : U6ykmun® Ikenpece (ubynpodeH + napaueramolr), HOPOLIOK sl IPHIOTOBIEHUS

pacrBopa AJisl IpHeMa BHYTpPb, 400 mr+325 mr
Batch No. / : V2300631 Batch Quantity / : 16733.00 units /
Cepus Ne Oo0beM mapTuu 16733.00 enunuu
Analytical Report No. / : 890001658524 Date of Analysis / : 27.04.2023
AnajuTndeckuii oryer Ne JlaTa aHaJIU3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTa npoH3BoACTBA I'ogen no

Analysis performed according ND / Anaan3 nposeaen mo HJI: JIII-007239-300721

Ne | Test/Ilokasarens | Result/PesyabTathl Specification / Hopma |
1 |Description / Onucanue | White powder, with| White to off-white powder, with a
' characteristic odour. /| characteristic odor. / [lopoluok ot 6enoro

ITopowok 6Genoro uBera c| 40 NOYTH OENOro LBETa, C XapaKTepHbIM |

XapaKTepHbIM 3aMaXOM. 3aMaxoM. |

|
XapaKTepHBIM 3aIlaXxoM.

[
|
l
[

2 | Reconstituted solution / Complies / Colourless solution with a characteristic
BocceraHoByieHHBIH pacTBOp CoOOTBETCTBYET odor shall be observed, may have small
‘ amount of suspended particles. /
BecuBeTHbIlf  pacTBOp C XapaKTepHBIM
3araxoM, C BO3MOXHBIM COJEpXKaHHUEM
HEeOONBIIOrO KOJHYECTBA  B3BEHICHHBIX

- appearance / onucanue

| | HacTuL.
|- Color of the solution / Complies / ]Color intensity of the solution does not
ugemHocmep CooTBeTCTBYET ' exceed color intensity of reference standard

By. / PacTBOp AomkeH ObITH OKpallleH HE
l 6oJsiee MHTEHCHUBHO, Ye€M 3TajIoH Bo.

3 |Dissolution time / 01 minute 15 seconds Not more than 5 min. / He 6onee 5 Mus.
Bpemsi pacTBopeHHst ‘
4 |pH of solution / pH pacTBOpa 6.6 5.8t07.8./0t15,8 no 7,8.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tponykr coorBeTcTBYeT TpeboBanusM H]I 3axmouenne: OJJOBPEHO
Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
[Toarorosneno: [IpoBepeHo: Onobpeno: Menemxep / Pykosonuresns
Print Date /27.04.2023 Print Date /27.04.2023 Print Date /27.04.2023
Hara: Hara: 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 ":’.

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

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxTr U6yxnun® Dxenpece (ubynpoden + napaneramosn), NOPOMIOK /il IPUTOTOBJICHHS

pacTBOpa AJig npueMa BHYTpb, 400 mr+325 mr
Batch No. / : V2300631 Batch Quantity / : 16733.00 units /
Cepus Ne O0bem nmapTuu 16733.00 enmnnu
Analytical Report No. / : 890001658524 Date of Analysis / : 27.04.2023
AnajuTH4yeckuii oTyeT No Jara ananuza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
Jata npousBojcTBa I'open no

Analysis performed according ND / Ananu3 nposeaen no HJI: JIIT-007239-300721

Specification / Hopma

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). / BpeMsl yAep>KUBaHUSI OCHOBHBIX
[MKOB Ha XPOMAaTOrpaMMax HMCIBITYEMbIX
pPacTBOpOB  JO/KHBI  COOTBETCTBOBATH
BpEMEHaM YAEPKHUBAHUS
COOTBETCTBYIOLUMX OCHOBHBIX MHKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHAapTHBIX
obpasuoB  (pazmen  «KonuuecTBeHHOE
OTPEACICHUEN).

Ne | Test/Iloka3zarean Result / Pe3yapTaTsl
5 [dentification / ITonaunHOCTH

) by HPLC / B3XKX

|
|- Ibuprofen / ubynpoghpen Complies /
CooTBeTcTBYET
— Paracetamol / napayemamon
|

B) by HPLC-UV / BOXX-Y® :

— Ibuprofen / ubynpogen [ Complies /

— Paracetamol / napayemamon CoorsetcTByeT

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoBefeHUM Tecta  «KonuuecTBeHHOE
onpeneneHue» YD-COeKTpbl UCTBITYEMBIX
PacTBOPOB JIOJKHBI COOTBETCTBOBaTh Y ®-
CIEKTpam CTaHJAPTHBIX pacTBOpOB
ubynpodeHa u mapaieramoria.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ilpumevanue: IIpoaykT cooTBeTCTBYET TpeboBanusm HJ| 3akawouyenune: OJOBPEHO

Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar

IloarorosneHo: IIposepeHo:. Onobpeno: Menemxep / PykoBoauTens
Bobot)> S i ot

Print Date /27.04.2023 Print Date /27.04.2023 Print Date /27.04.2023

Jara: Hara: 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: L85195AP1984PLC0O04507
www.drreddys.com




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

CEPTUDHUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr : Hoykaun® Dxenpece (MOynpoden + napaneramod), OpOMWIOK AJIsi IPUTOTOBJIEHHS
pacTBOpa AJisl NPHEMa BHYTPb, 400 mr+325 mr
Batch No. / : V2300631 Batch Quantity / : 16733.00 units /
Cepus Ne O6bem napTun 16733.00 enunuy,
Analytical Report No. / : 890001658524 Date of Analysis / : 27.04.2023
AHnajguTnyeckuii oryet Ne JlaTa aHaau3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa npou3BoACTBA T'onen 1o
Analysis performed according ND / Ananns nposeaen no HJI: JIII-007239-300721
No Test / IlokazaTens Result / PesyabTaThi ~Specification / Hopma
6 |Particle size / Pa3mep wacTuy 100 % Particle size less than 2 mm — not less
than 95 %, / Yactun pazmepom MeHee 2 MM
— He MeHee 95 %,
91 % Particle size less than 0.25 mm —not less
than 60 %. / yvacTul pazmepoM MeHee
0,25 mM — He menee 60 %.
7 |Water / Bopa 4.8 % 'Not more than 8.0 % w/w. / He 6onee 8,0 %.

- ibuprofen / ubynpodghen

- paracetamol / napayemamon

8 [Related substances /

PoacTeeHHbIe IPUMECH

Less than LOQ

0.01%)

BDL

Less than LOQ (0.04%)

Below limit of Detection (LOD:

BDL(Disregard area 6564)

Individual unidentified impurity - not more
than 0.15 %. / EnynuuHas |
HEMIEHTU(DULIUPOBAHHAS IPUMECH - HE
6onee 0,15 %.

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

IImpurity K - not more than 0.15%. /
[Tpumecs K - He H6onee 0,15 %.

Individual unidentified impurity - not more
than 0.10%. / ExuHuyHas
HEWICHTH UM POBAHHAS IPHMECH - HE
6osee 0,10 %.

Total impurities - not more than 0.5%. /

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoxyxt coorBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3akmoyenue: OJIOBPEHO

Prepared by / Ramakant

IToaroroBneHo: 1d
M/ ' —

Checked by / Pardeep Kumar

ITposepeHo;

Approved by: Manager/Executive / Manoj Kumar
OnobpeHo: Menemxep / PykoBoaHTEb

Jlara:

Print Date /27.04.2023

Print Date /27.04.2023
Jara:

Print Date /27.04.2023
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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr : H6ykaun® dxenpece (mOynpodeH + napaueramMmost), MOPOILOK /15l IPHTOTOBJIEHHS -
pacTBopa sl pHemMa BHYTPb, 400 Mr+325 mr

Batch No. / : V2300631 Batch Quantity / : 16733.00 units /
Cepus Ne Oo6bem napTun 16733.00 equnuiy
Analytical Report No. / : 890001658524 Date of Analysis / : 27.04.2023
AHaluTHYEeCKHH oT4yeT Ne Jata aHasu3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa npouM3BoACTBA I'omen g0 .
Analysis performed according ND / Ananus nposenen no HJI: JIII-007239-300721

No ~ Test/ Iokasareb ~ Result/PesyabraThl Specification / Hopma

9 |Uniformity of dosage units /
OnsopoaHOCTH J03MPOBAHUS

- ibuprofen / ubynpogen

- paracetamol / napayemamon

10 | Microbial
Mukpo6uonoruyeckasi YHCTOTA

-t

1.2

1.6

Cymma npumeceii - He 6onee 0,5 %.

Acceptance value (AV) should not be more
than 15.0. / Tlokasartenb NpueMJIEMOCTH
(AV) nomxeH OvITh He Oonee 15,0.

Acceptance value (AV) should not be more
than 15.0. / TTokazartens npueMyIeMOCTH
(AV) nomxen 6bITh He Hosee 15,0.

NIL CFU/g

NIL CFU/g

Absent

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

O61uee YKCIo a3pOOHBIX MUKPOOPTaHU3MOB
- He 6onee 1000 KOE/T.

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

O61iee 4MCIO JPOXIKEBBIX U INJIECHEBBIX
rpubos - He 6onee 100 KOE/T.

c) Escherichia coli - shall be absent per 1 g./

Escherichia coli - orcyTcTBre B 1 T.

Remarks : The Product confirms to ND/
IIpumevanne: [IpogykT cooTBeTcTBYeT TpeGoBaHUSIM HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
[ToarorosneHo: g g ! IIpoBepeno: E Ono6peno: Menemxep / PykoBoguTens
= - Yomg et
Print Date /27.04.2023 Print Date /27.04.2023 Print Date /27.04.2023
Jlarta: Hara: Jlara:

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: L85],E;5AP1984P_LC0045.07
www.direddys.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

CEPTUO®UKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
INpoaykr : M6ykann® Ixcnpece (nGynpodeH + mapauneramo.n), 10POMIOK AJsl PUTOTOBJIEHUs

pacTBOpa AJs IpHeMa BHYTpb, 400 mr+325 mr
Batch No. / : V2300631 Batch Quantity / : 16733.00 units /
Cepus Ne O0BbeM mapTuu 16733.00 equuuL
Analytical Report No. / : 890001658524 Date of Analysis / : 27.04.2023
AHanuTH4YecKuil oTyeT Ne JlaTa aHaau3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
Jara npou3BoACTBa Tonen o

Analysis performed according ND / Ananu3 nposeaen no HJI: JIII-007239-300721

Ne | Test/Ilokasarean Result / Pe3yanTathl Specification / Hopma
11 | Assay / KoauyecTBeHHOE
onpejesieHue
- ibuprofen / ubynpogen 401.7mg (100.4 %) 360.0 mg to 440.0 mg of CiHisO
401.7mr (100.4 %) (ibuprofen) (90.0 % to 110.0 % of label

- paracetamol / napayemamon

claim) per sachet. / Ot 360,0 mr 10 440,0 mr
Ci3HisO2 (ubympoden) (ot 90,0 % nmo
110,0 % OT HOMWHAJILHOTO COEPIKAHUSA) B
| O/IHOM TaKETHKE.

|

329.7 mg (101.4%) ‘292.5 mg to 357.5 mg of CsHoNOzl
329.7 mr (101.4%) | (paracetamol) (90.0 % to 110.0 % of label

claim) per sachet. / Ot 292,5 Mr 1o 357,5 Mr
CsHoNO, (mapaueramon) (ot 90,0 % a0
110,0 % OT HOMHHAJIBHOTO COAEPXKAHUS) B
‘Oﬂ,HOM MaKeTHKE.

Remarks : The Product confirms to ND/
ITpumeuanne: [Tpoaykt coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
IToaroToBneHO: [IposepeHo: Onobpeno: Menemxep / PykogonnTeinb
g Qt‘—’ E@ Lu_ﬁ
Print Date /27.04.2023 Print Date /27.04.2023 Print Date /27.04.2023
Jara: Hara: Jlara:

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
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Dr.Reddy’s ":'.

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

CEPTUDOUKAT AHAJIU3A

Product Ibuclin Express-(Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoayxr : M6ykaun® Dxcnpece (udynpoden + mapaneTamolr), NOpoOLIOK JJisi NPUTOTOBJIEHUSA

pacTBopa A/ npueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2300631 Batch Quantity / : 16733.00 units /
Cepusi Ne O6beM napTuu 16733.00 eaunun
Analytical Report No. / : 890001658524 Date of Analysis / : 27.04.2023
AHajauTn4yeckuii oTuer Ne Jarta ananusa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa npousBoJcTBA I'ogen no

Analysis performed according ND / Anaaun3s nposeaen no HJI: JIII-007239-300721

Specification / Hopma

| Ne Test / Iloxa3zaresib "~ Result/ Pe3yabTaThl
12 |Package / YnakoBka 5 ginasachet of a combination
material (laminated
paper/LDPE/aluminum
foil/LDPE). 9 sachets and

carton pack. / Ilo
nakeTuke
KOMOHWHMPOBAHHOTO

patient information leaflet in

5 rB
U3

MaTepuana (JJaMUHUPOBAHHAS
6ymara/TIOHII/anomuHKeBast

' donbra/I[ISHIT). [lo 9
NaKETHUKOB BMECTE c
HHCTPYKLIUEH no
NPUMEHEHUIO B nayky
KapTOHHYIO.

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. /I[To 5r B
MakeTHKe U3 KOMOMHUPOBAHHOTO
marepuana (naMHHUpOBaHHAS
6ymara/I[IOHIT/anoMuH1eBas
donwra/[IOHIT). Tlo 6 wmM 9 naxkeTukoB
BMECTE C MHCTPYKLUUEN 110 IPUMEHEHUIO B
Ma4yKy KapTOHHYO.

13

14 |Storage conditions /

XpaHeHue

Labeling / MapkupoBka

According to ND. / B cootBercTeuu ¢ HJI.

| Store below 25 °C. / IIpu Temneparype ke Bbilte 25 °C.

15

Shelf life / Cpok rogaocTH

2 years. / 2 roza.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJL 3axkmouenue: OJJOGPEHO
Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
[ToaroroBieHo: IIpoBepeHo: Opobpeno: Menemkep / PykoBoanTens
/ V Qt’:‘ ' (e
Print Date /27.04.2023 Print Date /27.04.2023 Print Date /27.04.2023
JlaTa: 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

www.drreddys.com




