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

CEPTUDHKAT AHAJTH3A

Product Ibuclin Express (Ibuprofen-+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponykr Ubykmur" Sxcnpecc (nOynpodeH + napaueramon), MOPOLIOK Ul NPHIOTOBNEHNS PacTBOpa

JUIs TipdeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2301608 Batch Quantity / : 17162 units /
Cepus Ne O0beM napTuu 17162 enuHUL
Analytical Report No. / : 890001683752 Date of Analysis / : 29.08.2023
AxanutHdeckuii otuet Ne JlaTa aHanu3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
Jlata npou3BOACTBa T'ozen oo

Analysis performed according ND / Ananus nposenen no HJI; JITT-007239-300721

| ON: | Test / IloxazaTen

Result / PesyabTaTnl

Specification / Hopma

1 |Description / Onncanne

White  powder,
characteristic odor. /
[Mopoirok 6enoro LBeTa C
XapaKTepHbBIM 3a[1axOM.

2 |Reconstituted solution /
BoccraHOBJIEHHBIH pacTBOP

Colourless
Lharacteristic odor, with small
amount of suspended particles.

suspended  particles. /

with a|White to off-white powder, with a‘
characteristic odor. / Ilopowok ot 6en0ro
0 moyTH Oeoro 1BeTa, C XapaKTepHBIM
3aMaxoM.

solution with a|Colourless solution with a characteristic|
odor shall be observed, may have small|
amount of

standard By. / PacTBOp noikeH OBITH
okpailieH He 6ojieeé MHTEHCHBHO, YEM
5TasioH By.

- appearance / onucanue becupeTHBIif  pacTBOp ¢| DeCHBETHBIA pacTBOp € XapaKTEPHBIM |
XapaKTepHBIM  3alaxoM, C| 3almaxoM, C BO3MOXHBIM COACPKaHHEM
HEeOObIIUM KONMMYECTBOM | HEOONBIIONO KOJMMYECTBA  B3BEILEHHBIX
B3BEILICHHBIX YACTHIL YACTHII.

- Color of the solution / Complies / Color intensity of the solution does not

UBEMIHOCHTD CoOTBETCTBYET exceed color intensity of reference

3 |Dissolution time /
Bpems pacTBOpeHuHs!

01 min 14 sec/ 01 muu 14 cek

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

4 |pH of solution / pH pacTBOpa

6.7

5.8t07.8./015,8 no7,8.

Remarks : The Product confirms to ND/

Ipumeuanue: [Tpoaykr coorBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosieHo: Pardeep ITpoeepeHo: Santosh Kumar Onobpeno: Menemxep, / PykoBogutens
Kumar CL Maurya @ Abhishek Chauhan K \

- = - —
Reprint Date / Reprint Date / Reprint Dale / \
Hara: 25.11.2023 Jata: 25.11.2023 Jlara: 25.11.2023

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 ":.

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 AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Tponyxr U6yxnus® Dxcnpece (ubynpoden + napaneramor), MOPOLIOK JUl IPUTOTOBIIEHHS PaCTBOpa
JUIs TpUeMa BHYTpb, 400 Mr+325 mMr
Batch No. / 1 V2301608 Batch Quantity / : 17162 units /
Cepust Ne O6beM naptiu 17162 enuHuij
Analytical Report No. / : 890001683752 Date of Analysis / : 29.08.2023
Amnanutudeckuit otger Ne Jara ananusza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
Jlata npou3BoJCTBA T'omen no
Analysis performed according ND / Ananus nposenet no HJI: JIT1-007239-300721
ONe | Test / ITokazaTean Result / PesyabTaThl | Specification / Hopma
5 |[Identification / [lonaunHOCTH Complies / The retention times of the main peaks in
CoOTBETCTBYET the chromatograms of test solutions
sagiagie v should correspond to those in the
— Ibuprofen / ubynpogen chromatograms of reference standards
solution (Assay section). / Bpewms
~ Paracetamol / napayemamon YIEpXMBaHHA OCHOBHBIX TMHKOB Ha
XpoMarorpamMmax UCTIBITYEMBIX
pacTBOpPOB JOJDKHBI COOTBETCTBOBATH
BpeMeHaM YAEPKUBaHHUS
COOTBETCTBYIOLIMX OCHOBHBIX ITHKOB Ha
XpoMaTorpamMmax pactBopa
CTaHJaPTHBIX 06pasLoB (paznen
«KonnyecTBEHHOE OnpeJeicHue»).
B) by HPLC-UV / BOKX-Y® Complies / When carrying out the "Assay" test, the
CooTBeTCTBYET UV spectra of the test solutions should
~ Ibuprofen / ubynpogpen | correspond to those of ibuprofen and
— Paracetamol / napayemamon { paracetamol standard solutions. / Ilpu
‘nposeueﬂnn Tecta «IonuyecTBEeHHOE
OIMpeJieJIEHHEN YO-crekTpst
lI/ICHBITyeMLIX pacTBOPOB  JOJKHBI
[ cooTBETCTBOBATH Y®-crektpam
| cTanapTHBIX pacTBOpOB HOYMpodeHa U
| mapaneramona.

Remarks : The Product confirms to ND/
ITpumeyanue: [Tpoaykt coorBeTcTBYET Tpebosanusm HJ

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[onrorosneno: Pardeep |, IMposepeHo: Santosh Kumar Opobpeno: Menemxkep / Pykosoautens
Kumar g_—;L,_ Maurya (W Abhishek Chauhan M\

= /
Reprint Date / Reprint Date / Reprint Date /
Jlara: 25.11.2023 Jara: 25.11.2023 JaTa: 25.11.2023

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 €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIM3A

Product Tbuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpomykT Moyxmn"” Dkenpecce (udynpoden + napaneramot), MOPOLIOK is IPUTOTOBJIEHIA PaCTBOPA

JUis mpueMa BHYTpb, 400 Mr+325 mMr
Batch No. / 1 V2301608 Batch Quantity / : 17162 units /
Cepus Ne O6beM napTuu 17162 equHUL
Analytical Report No. / : 890001683752 Date of Analysis / 1 29.08.2023
Ananutudeckuit oryet No Hara aHanuza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
JlaTa mpon3BoACTBa T'ogen no

Analysis performed according ND / Ananus nposezies no HJI: JITI-007239-300721

Specification / Hopma

- paracetamol / napayemamon

Below LOD (LOD =0.01 %) /
Huke mpegena o6HapyXeHHs
(T10 =0.01 %)

ONe Test / TlokasaTen Result / Pe3ybTaThi i
6 |(Particle size / Pazmep yacTun 100 % Particle size less than 2 mm — not less
than 95 %; / YacTu1 pasMepoM MeHee
2 MM — He MeHee 95 %;
95 % Particle size less than 0.25 mm — not
less than 60 %. / yacTul pazmepoM
MeHee 0,25 MM — He MeHee 60 %.
7 |Water / Boga 52% Not more than 8.0 % w/w. / He 6onee
8,0 %.
8 |Related substances /
PoacrBennbie npuMecH
- ibuprofen / ubynpogen 0.08% ‘Individual unidentified impurity - not
- [more than 0.15 %. / Exunuynas
HenAeHTHGULIMPOBaHHAs [IPUMECH - HE
6oinee 0,15 %.
0.08% Total impurities - not more than 0.5%. /

Cymma mpumeceii - He 6onee 0,5 %.

[mpurity K - not more than 0.15%. /
[Mpumecs K - ve 601ee 0,15 %.

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoxykt coorsercTByeT TpeboBannsm HJL

Conclusion : APPROVED /
Baxaouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noarorosneno: Pardeep ITpoeepeno: Santosh Kumar Onobpeno: Menemkap / PykoBoaurens
Kumar Maurya Abhishek Chauhan K

= [ =
Reprint Date / Reprint Date / Reprint Dale / \
Hara: 25.11.2023 Hara: 25.11.2023 Hara: 25.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, 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

CEPTHOHUKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoxykr : H6ykmun® Dkcnpece (uGynpode + mapaneramon), IopouIok Aist IPUrOTOBNCHHS pacTBOpa

IUIs IpyeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2301608 Batch Quantity / : 17162 units /
Cepus Ne O6nem naprii 17162 enMHuMIy
Analytical Report No. / : 890001683752 Date of Analysis / : 29.08.2023
Ananutrdeckuil otyet Ne Jata ananusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
Jlara npousBojcTBa T'omen o

Analysis performed according ND / Ananus nposesieH o HJI: JI[1-007239-300721

ONe ~ Test/ IokasaTens Result / PesyabTaTsl | Specification / Hopma
Below BDL (BDL= 6263 ) / Huxe
Inopora perucTpaimu (HP =6263) Individual unidentified 1mpur1ty - not
| more than 0.10%. / Exuan4Has
‘ HeueHTHHIIMPOBAHHAS IPUMECH - HE
Bel BDL / H ooiee 0,10 %.
cow i) EORS [Fotal impurities - not more than 0.5%. /
perHcTpaIiH (Cymma mpumeceii - He 6onee 0,5 %.
' 9 |Uniformity of dosage units /
OJHOPOOHOCTE TO3HPOBAHUS
- ibuprofen / ubynpogen | Acceptance value (AV) should not be
3.2
more than 15.0. / Iloka3arens
npuemsieMocTd (AV) 10/DKeH 6bITh He
6onee 15,0.
r paracetamol / napauemamon 2.6 Acceptance value (AV) should not be
’ more than 15.0. / Iloka3sarens
npremsieMocTd (AV) HomkeH ObITh HE
| 6onee 15,0. -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Tpoaykt cooTBeTcTBYET Tpebopanusam H/ 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: Pardeep ) ITposepeno: Sanfosh Kumar Onobpeno: Menemxep / Pykosquuress
Kumar il Maurya (If{/ Abhishek Chauhan U
Reprint Date / Reprint Date / Reprint Date / \
Jara: 25.11.2023 Jata: 25.11.2023 Jara: 25.11.2023

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Ipomykt Ubyknun" Dxenpece (ndynpoden + napaneramos), MOPOLIOK s PUIOTOBIEHHA pacTBOpa
U1 TipyeMa BHyTpb, 400 Mr+325 mr
Batch No. / : V2301608 Batch Quantity / : 17162 units /
Cepust Ne O6beM napTHH 17162 enuHuL
Analytical Report No. / : 890001683752 Date of Analysis / : 29.08.2023
Ananutryeckuii otueT Ne Jlara aHann3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
JlaTa mpou3BOACTBA T'oneH 1o
Analysis performed according ND / Ananu3 nposeaes no HJI: JITI-007239-300721

" ONe Test / TlokazaTenn '

Result / PesyabTaThl

Specification / Hopma

10 | Microbial limits /
Mukpo6uonorayeckasi YHCTOTA

NIL CFU/g /
KOE/r

NIL CFU/g /
KOE/r

Absentper 1 g/
OrcyTtcTBYeT B 1T

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

Ob1ee 4yCIIo a3poOHBIX
MHKpOOpraHu3MoB - He 6onee 1000
KOE/r.

b) Total combined yeasts
mould - not more than 100 CFU/g. /
O61iee YUCIO APOAOKEBBIX U NMIECHEBBIX
rpu6os - He 6osee 100 KOE/T.

c) Escherichia coli - shall be absent per 1
g./ Bscherichia coli - orcyrcTBue B I T.

and

11 Assay / KonnyecTBeHHOE
ompe/eeHHe
- ibuprofen / ubynpodpen

- paracetamol / napayemamon

396.9 mg (99.2%) /
396.9mr (99.2%)

329.9 mg (101.5%) /

360.0 mg to 440.0 mg of CizHisOs
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr no
440,0 mr C;3H1s0, (ubynpocden) (ot
90,0 % no 110,0 % OT HOMHHAJNBHOTO
CoJiepXKaHusl) B OTHOM MAKETHKE.

[292.5 mg to 357.5 mg of CsHoNO;

|
|

Remarks : The Product confirms to ND/

ITpumeuanue: [Tponykr cooTBeTcTBYET Tpebosarusm HL

Conclusion : APPROVED /
Baxmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMToarorosneno: Pardeep I[Mposepeno: Santosh Kumar OpnoGpeno: Menemxep / PykoBoaurens
Kumar ' Maurya Y\ Abhishek Chauhan

~ i = ) &\_\
Reprint Date / Reprint Date / Reprint Date / \
Jarta: 25.11.2023 Jlata: 25.11.2023 Jara: 25.11.2023

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,’:"

CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHAJIM3A
Product Tbuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITponykr H6yknua® Dxenpece (ubynpodeH + mapareTamont), MOpOLIOK AJIst IPHTOTOBNEHHS pacTBOpa
Ul pHeMa BHYTpb, 400 Mr+325 Mr
Batch No. / : V2301608 Batch Quantity / : 17162 units /
Cepusi Ne ObbeM napTHH 17162 eaunnny
Analytical Report No. / : 890001683752 Date of Analysis / 1 29.08.2023
AHanutnyeckuii otueT No JlaTa aHayM3a
Date of Manufacture / : 08/2023 Date of Expiry / 1 07/2025
JlaTa npou3BOJACTBA T'ogen no
Analysis performed according ND / Ananus nposezes no HJI: JII1-007239-300721
ONe | Test / TlokaszaTens Result / PesyabTatel | Specification / Hopma
329.9 mr (101.5%) (paracetamol) (90.0% to 110.0 % of
label claim) per sachet. / Ot 292,5 Mr 10
357,5 mr CsHgNO, (mapaueramoin) (OT
90,0 % mo 110,0 % OT HOMHHaJIBHOTO
- COZIepKaHusl) B OJIHOM IaKETHKE.

12 |Package / YnakoBka 5 g in a sachet 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. /ITo 5
information leaflet in carton pack.|r B mnakeTuke U3 KOMOMHHMPOBAHHOI'O
/ Tlo 5 r© B mNakeTuKe M3 | MaTepuana (;TaMmuHHUpOBaHHAS
KOMOUHMpPOBaHHOro Marepuana | 6ymara/[IOHII/amoMuHeBas |
(rTaMuHMpOBaHHAasA donera/IISHIT). Ilo 6 win 9 makeTHkos
6ymara/[I1OHII/amoMuHKeBas BMECTE C HHCTPYKLHEH 10 TPUMEHEHHIO |
¢onbra/TISHII). ITo 9 nakeTHKOB | B MaYKy KapTOHHYIO. I
BMECTE ¢ MHCTPyKUMeHd TIo
[PHMEHEHHIO B nayKy
KapTOHHYIO.

13 |Labeling / MapkupoBKa According to ND. / B cootBetcTBuu ¢ HJI.

14 |Storage conditions / Store below 25 °C. / IIpu Temnepatype He Bbie 25 °C.

Xpanenue
15 |Shelf life / Cpok rogHocTH 2 years. / 2 roga. )

Remarks : The Product confirms to ND/

I pumeyanne: [TpoxykT cooTBeTcTBYeET Tpedosarusm HII

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[NoaroroeneHo: Pardeep. IIposepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoaurens
Kumar o= Maurya Abhishek Chauhan k

= s $ J
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.11.2023 Hata: 25.11.2023 Hara: 25.11.2023

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 QE‘

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

CEPTHO®UKAT AHAJIN3A

Product Tbuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpomyxT U6ykmuu® Dxcnpece (ubynpodeH + mapaueramon), MOPOLIOK JJisl IPUTOTOBJICHHS PacTBOpa

JUis ipueMa BHYTpb, 400 Mr+325 mMr
Batch No. / 1 V2301608 Batch Quantity / : 17162 units /
Cepus Ne O6BeM napTuu 17162 enuHuUIL
Analytical Report No. / : 890001683752 Date of Analysis / 1 29.08.2023
AHanutuyeckuii otyet Ne Hata ananusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
Jlata npou3BOJCTBa Ioned o
Analysis performed according ND / Ananus nposeaen no HJI: JIT1-007239-300721

API name / HaumenoBaunne ADC:

Ibuprofen sodium dihydrate /
Hb6ynpodena HaTpus JUTHAPAT

Paracetamol / ITapaneramon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / IlapaueTtamon

API manufacturer batch number /
Homep cepuu npousBoautesss ADC:

SB1F0059, SB1F0061

APAPE2023060681

Homep cepun cy6cTaHIMA
npousBoanTess I'JID:

FP Manufacturer API Batch number /

FEQA00013, FEQA00014

FEQAO00328

API Manufactured by & country/
IponsBoautens ADC, cTpana:

BASF Corporation, USA /
BAC® Kopnopeiinm, CIIIA

Granules India Limited, India /
I'panynec Wnpus Jlumuten, Munus

Remarks : The Product confirms to ND/
IIpumeuanne: [Tponykt cooTBeTcTBYET TpeGoBaHUsAM HJT

Conclusion : APPROVED /
3axmawuenne: OJIOBPEHO

Jara: 25.11.2023

Jara: 25.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Pardeep IIposepeno: Santosh Kumar Opnobpeno: Menemxep / PykosoanTeib
Kumar ' Maurya ¥ Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date / \

Hata: 25.11.2023

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




