Dr.Reddy’s ‘,’:‘

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

Vill. Khot, 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
Mpoaykr : U6ykmu® Dxcnpecc (u6ynpoden + napaeramoi), MOPOLIOK s IPHUIrOTOBJIEHAS

pacTBOpa AJ1sl npueMa BHyTpb, 400 Mr+325 mr

Batch No. / 1 V2302275 Batch Quantity / 1 25576.33 units /
Cepus Ne O6beM napTin 25576.33 epuHull
Analytical Report No. / : 890001701891 Date of Analysis / 1 27.11.2023
ABanuTHUecKuii otueT Ne IlaTta ananusa
Date of Manufacture / : 1172023 Date of Expiry / : 10/2025
Jlara nponzgo/icTBa ['ozeH 1o

Analysis performed according ND / Ananu3 nposesies no HJI; JI1-007239-300721

Ne Test / Iloxa3zaTennb Result / PesyabTaThl Specification / Hopma

1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / ITopoiuok ot 6enoro
Ilopouok Genoro 1LBeTa c| O MOYTH 6eNoro LBeTa, C XapaKTepHbIM
XapaKTepHBIM 3aIlaXoM. 3aMaxoM.

2 |Reconstituted solution /
BoccTanoBJIeHHBIH PAaCTBOP

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

- appearance / onucanue BecupeTHbiii pacTBop | becLBeTHBIH pacTBOpP € XapaKTEpHbIM
XapaKTepPHbIM  3almaxoM, C| 3alaxoM, ¢ BO3MOXHBIM COJEPKaHHEM
HeOOoJIbIIUM KOJIMYECTBOM | HEOOJBIIOrO KOJNMYECTBA B3BELIEHHBIX
B3BEIICHHBIX YaCTHIL. YacTHULl.
Ne Test / Iloka3zarein Result / Pe3yabTaTtsl Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
UBEMHOCHLL CoOTBETCTBYET exceed color intensity of reference

standard By. / PacTBOp nomken ObITh
okpauieH He 0ojiee HHTEHCHBHO, YeM
9TajoH Bo.

3 |Dissolution time /
Bpemst pacTBOpeHHSs

01 min 05 sec/ 01 mMuHu 05 cek | Not more than 5 min. / He 6onee 5 MmuH.

4 |pH of solution / pH pacTBopa 6.9 5.8107.8./0t15,8 n07,8.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanue: [TpoRykT coorBeTcTBYET TpeboBanusam HJI Zakmouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneHo: Pravesh Rana | [IposepeHo: Santosh Kumar Onobpeno: Menemxep / PykoBoaurenb @
ésf Maurya e Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /

Jata: 27.11.2023 Hara: 27.11.2023 Jlata: 27.11.2023

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Iponykr U6ykmun® Dxenpece (u6ynpodeH + napaleramos), IOPOIIOK JJisi TIPUrOTOBICHHS
pactBopa JJisl IpreMa BHyTpb, 400 Mr+325 mr
Batch No. / 1 V2302275 Batch Quantity / i 25576.33 units /
Cepus Ne O6beM napTuu 25576.33 eauHuL
Analytical Report No. / : 890001701891 Date of Analysis / 1 27.11.2023
AHaJmTHdeckuil otuet Ne JlaTa aHanu3za
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
JlaTa npousBoacTsa ['onen no
Analysis performed according ND / AHanu3 nposezneH no HJI: JIIT-007239-300721
Ne Test / Iloka3zareqanb Result / PesynbTaThl Specification / Hopma
5 [Identification / Ilon1HHHOCTH Complies / The retention times of the main peaks
CooTBETCTBYET in the chromatograms of test solutions
A) by HPLC/ BIKX should correspond to those in the
— Ibuprofen / ubynpogen chromatograms of reference standards
solution (Assay section). / Bpewms
— Paracetamol / napayemamon YIepXUBAHUSI OCHOBHBIX MHKOB Ha
XpOMaTorpaMMax HCIIBITYEMBIX
PacTBOPOB JIOJDKHBI COOTBETCTBOBATH
BpeMeHaM YAEpKUBAHUS
COOTBETCTBYIOLIMX OCHOBHBIX IHKOB
Ha  XpoMarorpaMmmax pacTBOpa
CTaHJapTHBIX  obpasuoB  (pasjen
«Konn4yecTBEHHOE ONpPECIICHHE).
B) by HPLC-UV / BOXKX-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. / ITpu
nposeneHnn tecta «KonxuecTBeHHOE
OIpENEIIEHUEY Y®-cnekTpsl
HCIBITYEMBIX ~ PacTBOPOB  JOJDKHBI
COOTBETCTBOBATh Y®-cnektpam
CTaHJAPTHBIX PacTBOPOB HOynpodeHa
U mapaneramMmora.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanusam HJL Zaxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMozarorosneno: Pravesh Rana | [Iposepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoautens W
/E‘, Maurya Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.11.2023 Harta: 27.11.2023 Hara: 27.11.2023

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
CEPTHUOHKAT AHAJIM3A
Product Tbuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoaykr U6yknun® Dxcnpecc (M6ynpodeH + napaueramoi), TOPOLIOK s IPUrOTOBICHHAS
pacTeopa Ans nprema BHyTpb, 400 Mr+325 mr
Batch No. / 1 V2302275 Batch Quantity / : 25576.33 units /
Cepns Ne O6beM napTuH 25576.33 eannul
Analytical Report No. / : 890001701891 Date of Analysis / 1 27.11.2023
AnalluTudeckuii otyer Ne Jara ananusa
Date of Manufacture / : 1172023 Date of Expiry / : 10/2025
Jlata npon3sojcTaa ['ofeH 1o

Analysis performed according ND / Ananus nposesied mo HJT: JITT-007239-300721

Ne 'T'est / IlokaszaTenb Result / Pe3yJibTaThl Specification / Ilopma ]

6 |Particle size / Pa3mep 9acTHi 100 % Particle size less than 2 mm — not less
than 95 %; / Yactui pasMepoM MeHee
2 MM — He MeHee 95 %;

94 % Particle size less than 0.25 mm — not

less than 60 %. / 4acTul pasMepoM
MeHee 0,25 MM — He MeHee 60
%.

7 |Water /Bopa 51% Not more than 8.0 % w/w. / He 6onee

8,0 %.

8 |[Related substances /

PoacreenHbie NpUMeECH

- ibuprofen / ubynpodhen

=12349)

Below Disregard Li

BDL (Disregard Area= 12349) /
Huxe mopora peructpauuu (ITP

1I0pora perucTpaIyn)

Individual unidentified impurity - not
more than 0.15 %. / EnuHu4Hast
HedJeHTHOUIMPOBAHHAS IPHMECH - HE
oonee 0,15 %.

Total impurities - not more than 0.5%.

mit / Hike |, CyMMa nipumeceii - He 6onee 0,5 %.

Remarks : The Product confirms to ND/
Tpumeuanue: IIponykT cooTBeTcTBYET TpeboBanHusM HJT

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Hara: 27.11.2023

Jara: 27.11.2023

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

[MoarorosneHo: Prayesh Rana | ITposepeno: Santqsh Kumar Onobpeno: Menemkep / PyKOBOIHUTEND W
ya Maurya Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jata: 27.11.2023

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

Vi

Il. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[TponyxT U6ykmun® Dkenpece (ubynpoden + napaneramon), NOPOIIOK sl IPUrOTOBIEHHS
pacTBOpa Jisi npuema BHyTpb, 400 Mr+325 mr

Batch No. / ' V2302275 Batch Quantity / : 25576.33 units /
Cepus Ne O6beM MapTHH 25576.33 eaunuly
Analytical Report No. / : 890001701891 Date of Analysis / : 27.11.2023
AHanuTHYeCKUH oTueT Ne Jara ananuza
Date of Manufacture / 1 11/2023 Date of Expiry / 1 10/2025
Jlata mpou3BOJCTBA ["opeH jo
Analysis performed according ND / Ananus nposezier no HJI: JI[1-007239-300721

Ne Test / Iloka3zaTesb Result / Pe3ynbTaThl Specification / Hopma

- paracetamol / napayemamon

Below LOD (LOD = 0.01%) /
Huxe npeznena KoJH4ECTBEHHOIO
onpenenenus (ITKO = 0.01 %)

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

—~6244)

BDL (Disregard Area= 6244) /
Huxe mnopora peructpauuu (TP

Below Disregard Limit / Huxe
nopora perucTpaLyy )

Individual unidentified impurity - not
more than 0.10%. / ExuHudHas
HEeUJEHTH(DUIMPOBAHHAS IIPHMECH - HE
Bonee 0,10 %.

Total impurities - not more than 0.5%.
CymMa npumeceii - He 6oiee 0,5 %.

9 |Uniformity of dosage units /
OIHOPOIHOCTH AO3HPOBAHUS

- ibuprofen / ubynpoen

- paracetamol / napavemamon

2.6

1.7

Acceptance value (AV) should not be
more than 15.0. / [Toka3aTens
npuemieMocTH (AV) Jo/mkeH ObITh HE
6oiee 15,0.

Acceptance value (AV) should not be
more than 15.0. / Ilokazarens

Remarks : The Product confirms to ND/

IIpumeuanue: IIponykt coorBeTcTBYeT Tpebopanusm HJ|

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Jara: 27.11.2023

Hara: 27.11.2023

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

[oarorosneno: Prayesh Rana | IIpoepeHo: Santo&;é(umar Onobpeno: Menemkep / PykoBoaurenb @_\:ﬂ
Maurya o= Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jlata: 27.11.2023

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
CEPTUO®HUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponykt U6yknun® Dxcnpecc (M6ynpodeH + nmapaneramon), NopoIloK i IPUrOTOBJIEHHS
pacTBopa 1Jisi npuema BHyTpb, 400 Mr+325 mr
Batch No. / : V2302275 Batch Quantity / : 25576.33 units /
Cepus Ne O6beM napTuu 25576.33 enunHul
Analytical Report No. / : 890001701891 Date of Analysis / : 27.11.2023
AHanuTHYeCKUi oTyeT Ne Jlarta aganusa
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
JlaTa npou3BOACTBA I"ogeH 110

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

Absentper 1 g/
OtcyTcTBYyeT B 11

No T'est / Iloka3zaTesb Result / PesyabTaTnl Specification / Hopma
npuemiaeMocT (AV) 10ykeH ObITb He
- 6onee 15,0.
10 | Microbial limits /
Muxkpo6uoorayeckast YHCTOTA a) Total aerobic microbial count -
NIL CFU/g/ not more than 1000 CFU/g. /
KOE/r Ob1ee YUCIIO a’pOOHBIX
MHKpPOOpraHU3MOB - He Oonee 1000
KOE/r.
b) Total combined yeasts and
NIL CFU/g / mould - not more than 100 CFU/g. /
KOE/r O0mee  4ucIO  APOXOKEBBIX U

[IeCHeBBIX TpuboB - He Oonee 100
KOE/T.

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

11 | Assay /

orpeae/ienue

Koaunuecreennoe

- tbuprofen / ubynpogen

400.1 mg (100.0%) /
400.1 mr (100.0%)

360.0 mg to 440.0 mg of Ci3Hi50,
(ibuprofen) (90.0 % to 110.0 % oflabel
claim) per sachet. / Ot 360,0 Mr no
440,0 mr Ci3H1s02 (ubynpoden) (ot
90,0 % mo 110,0 % OT HOMHHAILHOTO

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoaykxT cooTBeTCTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3axumouenne: OJIOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

o

Checked by /

[IpoBepeHo: Santo?éumar
Maurya '

Approved by: Manager/Executive /
Omno6peno: Meremxkep / PykoBogurens
Manoj Kumar

Yoo/

Reprint Date /
Hata: 27.11.2023

Reprint Date /
Jata: 27.11.2023

Reprint Date /
Hara: 27.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: 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

CEPTUOHUKAT AHAJIU3A

Product
IIponyxt

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
HU6yknun® Dkcnpece (Mb6ynpoder + napaneramon), IOPOIIOK JUIs NPUTOTOBICHAS
pacTBopa 1151 npuema BHyTpb, 400 mr+3235 mr

Batch No. /
Cepus Ne

1 V2302275

Batch Quantity /
O6beM napTuu

1 25576.33 units /
25576.33 equHull

Analytical Report No. /
AuHanutndeckuii orueT Ne

: 890001701891

JlaTa anHanuza

Date of Analysis /

1 27.11.2023

Date of Manufacture /
JlaTta npon3BoCTBA

: 1172023

Tomen go

Date of Expiry /

1 10/2025

Analysis performed according ND / Ananus nposenen no HJI: JII1-007239-300721

Ne T'est / Iloka3zaTeinb

Result / PesyabTaThl

Specification / Hopma

- paracetamol / napayemamon

325.3 mg (100.1%) /
325.3 mr (100.1%)

COZIEpPXKaHMsT) B OJJTHOM MaKETHKE.

292.5 mg to 357.5 mg of CsHyNO>
(paracetamol) (90.0 % to 110.0 % of
label claim) per sachet. / Ot 292,5 mMr
1o 357,5 mr CsHoNO; (nmapareramonr)
(or 90,0% mo 110,0 % or
HOMMHAJIBHOTO COJIEPXKAHHUS) B OJTHOM
NaKeTHKe.

12 |Package / YnakoBka

5 g in a sachet of a combination
material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and patient
information leaflet in carton pack. /
ITo 5 r B TNakeTuke U3
KOMOMHHMPOBAHHOTO  MarepHaia
(laMuHHpOBaHHAas
oymara/TI2HI1/antoMuHueBast
donera/[ISHII). [lo 6 makeTukos
BMECT€ C  WHCTpyKUMe#W 1o
NPUMEHEHHIO B Ma4Ky 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. / Ilo 5 r B
NakeTWke U3 KOMOMHHUPOBAHHOIO
Martepuana (TaMuHHpOBaHHas
6ymara/[TOHII/amomuHyEeBast
¢onera/IIOHIT). Ilo 6 wmm 9
NIAKETHKOB BMECTE C MHCTPYKLMEH 1O
IPUMEHEHHIO B [AUKy KapTOHHYIO.

Remarks : The Product confirms to ND/

Ipumeuanne: [IponykT coorseTcTBYET TpeGoBanusam HJI

Conclusion : APPROVED /
3akarouenue: OJIOBPEHO

Jlata: 27.11.2023

Hara: 27.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosineHo: Pravesp Rana | IIpoBepeHo: Santosh@nar Onobpeno: Menemxkep / PykoBoauTens aﬂ g - f

< Maurya P, Manoj Kumar o
Reprint Date / Reprint Date / Reprint Date /

Jlata: 27.11.2023

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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponyxr U6ykmun® Dxcnpece (ubynpoder + napaueramor), mopoLokK JUisl IPUTrOTOBAEHHUS
pacTBopa Ajist IpuemMa BHyTpb, 400 Mr+325 mr

Batch No. / 1 V2302275 Batch Quantity / : 25576.33 units /
Cepus Ne O6beM napTuu 25576.33 equHuL
Analytical Report No. / : 890001701891 Date of Analysis / 1 27.11.2023
AHanutudeckuit otuer No JlaTta aHanusza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jlata npousBoJcTBa ['oneH no
Analysis performed according ND / Ananus nposeaes no HJI: JIT-007239-300721

Ne Test / [Toka3areJib Result / PesyabTaThbl ] Specification / Hopma

13 |Labeling / MapkupoBxa According to ND. / B cootBerctBuu ¢ HJI.
14 |Storage conditions / Store below 25 °C. / IIpu Temuepatype He Bbiuie 25 °C.

XpaHenue
15 |Shelf life / Cpok rognoctu 2 years. / 2 rona.

API name / HaumenoBanue A®C:

Ibuprofen sodium dihydrate /
Hoynpodena HaTpusl AUTHAPAT

Paracetamol / [Tapaueramon

npoussoauteasa I'JID:

INN / MHH: Ibuprofen / U6ynpodeH Paracetamol / ITapaneramon
API manufacturer batch number / SB1F0061 APAPE2023060684
Howmep cepuu npoussoauresas APC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIMH FEQA00014 FEQA00344

API Manufactured by & country /
IIpoussoaurenb APC, crpana:

BASF Corporation, USA /
BAC® Kopnopeiiun, CIHA

Granules India Limited, India /
I'panynec Mnaus Jlumuren, Muaus

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
Zaximouenune: OJOBPEHO

Prepared by /

IMoxarorosneno: Pravesh Rana

Checked by /
[MpoeepeHo: San

Maurya

Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTens
Manoj Kumar

fgen

i
Reprint Date /
Hata: 27.11.2023

Reprint Date /

Hara: 27.11.2023

Reprint Date /
Hara: 27.11.2023

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: L85195AP1384PLCO04507
www.drreddys.com




