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
CEPTHO®UKAT AHAJIN3A
Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
ITponykr U6ykmun® Dkcnpece (Mbynpoder + napauetamol), MOPOILOK Ajisl IPUTOTOBJIEHHS PACTBOpPA
Juist npueMa piyTpL, 100 mr+325 mMr
Batch No. / 1 V2302280 Batch Quantity / : 17123.22 units /
Cepust Ne O6bem napTHu 17123.22 enuHun
Analytical Report No. / : 890001702159 Date of Analysis / 1 28.11.2023
AHanutnyeckuii oryet No Jlara ananusa
Date of Manufacture / : 11/2023 Date of Expiry / ¢ 10/2025
JlaTta npon3BOACTBa T'onex no
Analysis performed according ND / Ananu3s nposeaex no HJI: JIIT-007239-300721
ONe Test / Iloka3aTenb Result / PesyabTaThl Specification / Hopma
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / ITopowok ot 6e0ro
[Topomok 6Genoro LBeTa c| mo modtd 6enoro iBera, ¢ XapaKTEpHBIM
XapaKTEpHbIM 3aI1aX0M. 3anaxom.
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccTaHoBIEHHBII PacTBOP characteristic odor, with small| odor shall be observed, may have small
amount of suspended particles.| amount of suspended particles. /
- appearance / onucanue becuBeTHblli pacTBOp C| becuBeTHBIi pacTBOp € XapaKTEPHBIM
XapaKTepHbIM  3allaXOM, C| 3allaxoM, C BO3MOXHBIM COJEpPXKaHUEM
HeOOIbIIHM KOJIMYECTBOM | HEGOJIBILIOr0 KOJMMYECTBA  B3BELIEHHBIX
B3BELICHHbIX YaCTHIL. YaCcTHL.
- Color of the solution / Complies / Color intensity of the solution does not
HeemHocmb CooTBeTCTBYET exceed color intensity of reference
standard Bo. / PacTBop nmomxeH ObITh
OKpalieH He 0oyee MHTEHCHBHO, YeM
3TajoH By.
3 |Dissolution time / 01 min 03 sec / 01 muH 03 cex |Not more than 5 min. / He 6onee 5 MuH.
Bpemsi pacTBOpeHHs
4 | pH of solution / pH pacTBOpa 6.5 5.8t07.8./015,8 10 7,8.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TpoaykT coorBeTcTBYeT Tpedopanusim HJI 3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Kushal ITposepeno: Rama Kant Opnobpeno: Menemxep / PykoponnTenb
Kumar \ X Manoj Kumar brndiief
Reprint Date / Reprint Date / | Reprint Date /

Mara: 28.11.2023 Jata: 28.11.2023 Jlata: 28.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q3¢

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

CEPTUDOUKAT AHAJIU3A
Product :Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Mpomykr @ H6yxmun® Dxenpece (M6ynpodeH + napaueTamolr), MopoLIOK UIs PUTOTOBIEHHUS pacTBopa

IUTsl npueMa BuyTpL, 100 Mr+325 mMr

Batch No. / 1 V2302280 Batch Quantity / : 17123.22 units /
Cepust Ne O6beM naptuu 17123.22 egunung
Analytical Report No. / : 890001702159 Date of Analysis / : 28.11.2023
AHanuTHYeCKUH oTyeT No Jata ananmza
Date of Manufacture / : 11/2023 Date of Expiry / 1 10/2025
Jlata nmpousBoacTBa I'ogeH no

Analysis performed according ND / Ananus nposeaen no HJT: JITT-007239-300721

Ibuprofen / udynpoden

— Paracetamol / napayemamon

ONe Test / IlokazaTens Result / Pesynbratbl | Specification / Hopma
5 [dentification / IlognnHHOCTH Complies / The retention times of the main peaks in |
CoOTBETCTBYET the chromatograms of test solutions
A) by HPLC / BIAX should correspond to those in the

chromatograma of reference standards
solution (Assay section). / Bpewms
YIAEPKUBAHUST OCHOBHBIX IIHKOB Ha

XpoMmarorpammax HMICTIBITYEMBIX
PacTBOpPOB  JIOMDKHBl COOTBETCTBOBATh
BpeMeHam YAEPKHBaHHsL
COOTBETCTBYIOIUX OCHOBHbIX MHKOB Ha
XpoMmarorpammax pacTBOpa

CTaH/IapPTHBIX 06pa3Los (pazmen
«KonuuecTBeHHOE ONpeeieHNE).

— Ibuprofen / ubynpogen

— Paracetamol / napavemamon

B) by HPLC-UV / BOKX-Y® Complies /
CoOTBeTCTBYET

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposeneHun Tecta «KonuuectBeHHOE

OlpeeNICHUE) V®-cniektpsl
UCIBITYEMBIX ~ PacTBOPOB  JOJDKHBI
COOTBETCTBOBATh Y®-cnektpam

CTaHJApTHBIX PacTBOpOB ubynpodeHa u
‘ napareramoJia.

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Kushal IIpoBepeno: Rama Kant Onobpeno: Menemkep / PykoBomires
Kumar @/ w Manoj Kumar M
Reprint Date / Reprint Date / ' Reprint Date /

JHarta: 28.11.2023 Hara: 28.11.2023 Jara: 28.11.2023

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
CEPTUDHUKAT AHAJIU3A

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

Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITpomykt HU6ykana” Dxcnpecc (MOynpodeH + napaneramoit), HOPOLIOK JUis IPUTOTOBJIEHHS PacTBOpa
JUISL IpyeMa BHY'1pb, 400 m1+325 mr’
Batch No. / 1 V2302280 Batch Quantity / ¢ 17123.22 units /
Cepust No O6bemM napTuu 17123.22 eguHul
Analytical Report No. / : 890001702159 Date of Analysis / 1 28.11.2023
AHAJTUTHYECKUH oTUeT Ne JlaTa aHanuza
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
Jlata mpou3BoJCTBa [ozneH 1o
Analysis performed according ND / Ananu3 nposezieH o HJI: JII1-007239-300721
ONe Test / Iloka3zaTesn Result / Pesyibrathl | Specification / Hopma |
6 |Particle size / Pazmep yacTHI 100 % Particle size less than 2 mm — not less
than 95 %; / Yactuy pasmepoMm MeHee
2 MM — He MeHee 95 %;
85 % Particle size less than 0.25 mm — not
less than 60 %. / yacTui pa3mepom
MeHee 0,25 MM — He menee 60 %.
7 |Water / Bona 5.0% Not more than 8.0 % w/w. / He 6onee

8,0 %.

8 |Related substances /
PoacTBeHHbie NpUMeECH

- ibuprofen / ubynpogen

- paracetamol / napayemamon

Below BDL (BDL= 12349) /
Hwxe nopora peructpauuu (I1P
=12349)

Below BDL / Huxe nopora
perucrpauvn

Below LOD (LOD = 0.01 %) / Hixe
npenena obHapyxenus (ITO = 0.01
%)

Individual unidentified impurity - not
more than 0.15 %. / Equnnvnas
HEUAEHTU(OULIMPOBaHHAS NPUMECh - He
bonee 0,15 %.

Total impuritics - not morc than 0.5%. /
Cymma npumeceit - e 6onee 0,5 %.

[mpurity K - not more than 0.15%. /
[Tpumecs K - ne 6onee 0,15 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TponykT cooTBeTcTBYET TpeGoBanuaM HJI 3akmwouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Kushal [Iposepeno: Rama Kant Onobpeno: Menemxep / Pykosonurens
Kumar \ \L/ Manoj Kumar il
Reprint Date / Reprint Date / Reprint Date /

Hara: 28.11.2023 Jarta: 28.11.2023 Jara: 28.11.2023

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 AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Tpoaykt U6ykmu” Dxcnpecc (MGynpodeH + napanetamon), opouIok A1 IPUIOTOBNEHHS PacTBOPa
JJIst Lipyuema BHY'1pb, 400 M1+325 mr

Batch No. / 1 V2302280 Batch Quantity / : 17123.22 units /
Cepus Ne Ob6bem naptuu 17123.22 egununl
Analytical Report No. / : 890001702159 Date of Analysis / : 28.11.2023
AHanutuyeckuii otuet No Jlata aHanusa
Date of Manufacture / : 11/2023 Date of Expiry / ¢ 10/2025
Jlara mpou3BOACTBA I'onmen no

Analysis performed according ND / Ananu3 nposenes no HJI: JITT-007239-300721

ONe Test / Iloka3zaTenb Result / PesyabTatel | Specification / Hopma

Below BDL (BDL~= 6244) / Huxe
nopora peructpauuu (I1P =6244)

more than 0.10%. / ExunuyHas

Individual unidentified impurity - not

Below BDL / Huxe mopora
pEerucTpanuu

HEUICHTU(GHUIIMPOBAHHAS IIPUMECD - HE
oonee 0,10 %.

Total impurities - not more than 0.5%. /
CymMma npumeceii - He 6onee 0,5 %.

9 [Uniformity of dosage units /
OLHOPOAHOCTD AG3HPOBAHNIA

- ibuprofen / ubynpoghen

- paracctamol / napayemamon

2.3

2.1

Acceptance value (AV) should not be
more than 15.0. / [Toka3arens
npuemMnemoct (AV) nomkeH ObITh He
6oiee 15,0.

| Acceptance value (AV) should not be
more than 15.0. / ITokazatens
npuemieMoctu (AV) nomxkeH ObITh He
6onee 15,0.

Remarks : The Product confirms to ND/

Ilpumeyanue: [TpoayKT cooTBeTCTBYET TpeGoBanusM HJJ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

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

[Toarororneno; Kushal ITpoeepeno: Rama Kant Onobpeno: Menemkep / Pykosonuresjs

Kumar @/ w&" Manoj Kumar w
Pl L

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.11.2023 Jata: 28.11.2023 Jlata: 28.11.2023

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

CEPTUO®UKAT AHAJIM3A

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

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

Hpoaykr : H6yknun® Dxcnpecc (ubympodeH + napaneramolr), NOPOLIOK /Jisi IPUrOTOBJICHHS PAacTBOpa
JUIs IpUeMa BHYTpb, 400 Mr+325 Mr

Batch No. / 1 V2302280 Batch Quantity / : 17123.22 units /

Cepust Ne O0beM NapTHH 17123.22 equsmni

Analytical Report No. / : 890001702159 Date of Analysis / : 28.11.2023

AHanuTHueckuil oryer Ne Jlata aHanuza

Date of Manufacture / 1 11/2023 Date of Expiry / 1 10/2025

JlaTta npou3BOACTBA T'ozgen no

Analysis performed according ND / Axanu3 nposenen o HJI: JITT-007239-300721

O0Ne Test / Iloka3zaTesib Result / PesyanaTbl_J Specification / Hopma
10 | Microbial limits /
MiukpoGHoiornyeckast Y4CTOTa
NIL CFU/g/ a) Total aerobic microbial count -
KOE/r not more thag 1000 CFU/. /
O6uee YHCTIO a’poOHbBIX
MHKpPOOpPraHu3MoB - He Oosee 1000
NIL CFU/g/ KOE/r.
KOE/r b) Total combined yeasts and

Absent per 1 g/
OtcytctByer B Ir

mould - not more than 100 CFU/g. /
Ob111ee YKCIo JPOMNOKEBBIX U MIECHEBBIX
rpubos - He 6osee 100 KOE/r.

c) Escherichia coli - shall be absent per 1
2./ Escherichia coli - orcytcTBHE B 1 T.

- paracetamol / napavemamon

11 | Assay / KonauuecrsenHoe
onpeaeieHHe
- ibuprofen / ubynpogen 405.1 mg (101.3%) /

405.1mr (101.3%)

330.2 mg (101.6%) /

[360.0 mg to 440.0 mg of Ci:HisO»
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr mo
440,0 mr Ci3His0, (ubynpoden) (ot
90,0 % mo 110,0 % OT HOMHHAJIBHOIO
COIiepXKaHus) B OJTHOM IaKETHKE.

292.5 mg to 357.5 mg of CsHoNO,

Remarks : The Product confirms to ND/
Ipumeuanne: [Tpoaykt coorBeTcTByeT Tpebosanusim HJI

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosneno: Kushal IIposepeno: Rama Kant Onobpeno: Menemxep / Pykosoanutejib
Kumar /7@ Manoj Kumar 3 f
] . AL
e
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.11.2023 Mara: 28.11.2023 Hara: 28.11.2023

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
CEPTUDPUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITponyxt U6yknua” Dxcnpece (uGynpoden + napaneramod), MOpOLIOK sl IPUTOTOBIEHHS PaCTBOPA
U1 IpreMa BHYTpPb, 400 Mr+325 mr
Batch No. / 1 V2302280 Batch Quantity / : 17123.22 units /
Cepust No O6beM napTuu 17123.22 epuHuly
Analytical Report No. / : 890001702159 Date of Analysis / : 28.11.2023
Ananutiyeckuid otdet Ne Hara ananuza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npousBoJCTBa Tonen no
Analysis performed according ND / Ananu3s nposeged no HJT: JIT1-007239-300721
ONe Test / IToxa3zaTenn Result / Pe3yabTaThl | Specification / Hopma
330.2 mr (101.6%) (paracetamol) (90.0% to 110.0 % of
label claim) per sachet. / Ot 292,5 mMr 10
357,5 mr CgHoNO, (mapaueramon) (0T
90,0 % mo 110,0 % oT HOMHUHAIBHOI'O
COZIEp>KaHusl) B OJTHOM T1aKeTHKe.

12 | Package / Ynakoska 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 nakeTuke M3 KOMOMHMPOBAHHOIO |
/ Ilo 5 r B TmNakeTuke Hu3|MaTepuana (naMMHHpOBaHHaS |
KOMOWHHMpOBaHHOro  Matepuaina | 6ymara/[I9HIT/anromuHmeBas
(naMuHHpOBaHHAS ¢donsra/TI2HIT). [To 6 iy 9 nakeTuxkos
6ymara/TIOHI1/antomuHueBas BMECTE C HHCTPYKLUEH 10 TPUMEHEHHUIO
donbra/TIOHIT). ITo 9 makeTukoB | B Mauky KapTOHHYIO.

BMECTE C MHCTPYKLHEH MO0
[ MIPUMEHEHHIO B nayky
KapTOHHYIO.
13 | Labeling / MapkupoBKa According to ND. / B cootsercTauu ¢ HJI.
14 | Storage conditions / Store below 25 °C. / Ilpu Temneparype He Boite 25 °C.
XpaueHue
15 | Shelflife / Cpox rogmoctu 2 years. / 2 rozia.

Remarks : The Product confirms to ND/

Ipumeyanue: [Tpoaykt coorBeTcTBYeT Tpebopanusam HJI

3akJoue

Conclusion : APPROVED /

nue: OJIOBPEHO

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

Ioarorosneno: Kushal ITposepeno: Rapa Kant Onobpeno: Mernemxep / PyxosoguTeb

Kumar . t‘ Manoj Kumar =
o lold :

Reprint Date / Reprint Date / 1 Reprint Date /

Hara: 28.11.2023 Jara: 28.11.2023 Jara: 28.11.2023

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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

IIponykr U6yknua® Dkcnpece (1GynpodeH + napaueramolt), OPOLIOK Nis PUTOTOBIIEHHS PACTBOPA
JUISL LIpHEMA BHY 1pb, 400 M1+325 Mt

Batch No. / : V2302280 Batch Quantity / : 17123.22 units /

Cepus No O6beM napTuu 17123.22 eayHuL

Analytical Report No. / : 890001702159 Date of Analysis / : 28.11.2023

AHanuTrHuecknii otyer Ne Jlarta aHanuza

Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025

Jlata mpou3BoJCTBa [onieH 1o

Analysis performed according ND / Ananus nposeaex no HJT: JII1-007239-300721

API name / HaumenoBaunue ADC: Ibuprofen sodium dihydrate /

Paracetamol / [Japaueramon

HbynpodeHa HATPUs AUTHAPAT

INN / MHH: Ibuprofen / M6ynpoden Paracetamol / [TaparieTamon
API manufacturer batch number / SB1F0061 APAPE2023060634
Homep cepun npouspoaureas ADC:
FP Manufacturer API Batch number /
Howmep cepnu cy6cTannnu FEQA00014 FEQA00344
npoussoaurtens I'JId:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
Ipoussoauteab ADC, crpana: BAC® Kopnope#imn, CILIA I'panynec Unnus Jlumuten, Munus

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoaykT coorBeTcTBYeT TpedoBanuam HJL

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by /
HNoarorosneno: Kushal
Kumar 73

Checked by /
[TpoBepeno: Rama Kant
)

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoanTens
Manoj Kumar o

Reprint Date /
Hata: 28.11.2023

Reprint Date /
Jlara: 28.11.2023

Reprint Date /
Jara: 28.11.2023

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




