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KETERANGAN LOLOS KAJI ETIK
(ETHICAL APPRAVALI

Komitc Etik Pcnelitian Kesehaten F.kultas Kedoktcran Lhiversites Dipe+ngoro-Rurnah

Sakit dr. Kariadi Semarang dalam upaye melindungi hak asasi dan kesejatrteaan

subyek p€nelitian k€do*teran, telah mengkaii d€ngan t€liti protokol berjudul :

The Ethics Committee of the Faculty of ,,edietne, Dtponegor? University - dr.

Karladi Semaang HasplAL wlth rcgards af ffie protecfion ol human righ/s and
welfare in medical research has carefully revie*ed the rcsearch protocol entitled :

"l;anagoment of peripheral neuropathy symptoms with
Neurobion Forter A t2 week Prosp€ctlvs l{on-

int€rventional (Ohervationat) study in Indonesia (NENOIN

STUDY)" Protocol Version l.O, date 2E Aug 2tlt5

Penelfti lJ{€,ma I Principal lnvestigator: dr. Dodik Tugasworo Sp.S (K)
Nama Institusi / l{ame of Institution : Neurology Department - RSUD Dr. Kariadi,

Semarang
dan

Peneliti Utama / Principal Investigator : dr. Rizaldy Pinzon Sp.S (K)
Nama Inctitu3i , Name of lngtitution : Neurol'ogy D€partnsnt - RS. Betheeda

Yogyakarta.

Dapat disetujui pelaksanaannya atas protokol terssbut diatas.
The study protocol is being APPROWD b be conducted at the ahove mention sites.

Komlte Etik Penelitkrn Keeehatan bekerja seeuai dengan kaklah dan standar yang
berlaku pada ICH€CP.
Ethic Committec (B9)l,nstitutiond Review Board (IRB) are operating accordlng to
ICH.GCP standard and requiremen's-

SemarEng, 04 February 2O16

?,0-q Etik Penelitian Kesehatan
Dr. Kariadl Semarang



Regarding with Ethics Committee (EC) Approvat, date 04FE82016 for EC Submission, date
12NOV2015, with the Title Study betow:

"i anag€m€nt of p€rlpheral neuropathy symptomi wlth
Neurobion Forte: A 12 week Prospectlve Non-interventlonal

(Observatlonal) study In Indonesla (NENOIN STUDY)"

lnvestigator llam€
Site number

And

lnvestigator Name
Site number

Dr. dr. Rizatdy Pinzon, Sp.s, M. Kes.
(X - Neurology Department - RS Bethesda, Yogyakarta

dr. Dodik Tugasworo, Sp.S

05 - |.leurotogy Department - RSUD Dr. Kariadi, Semarang

We have revlewed and approved the following documents In accordance to ICH-@P
standard and regulrernents:

Ethic Committee Review Form from EC of Dr. Kariadi Hospitat (lndonesian Language)
CP0O1 1 5_NENOf N_Protocot_Version_1.0 28_Aug_201 5 (Engtish)
CP001 15_NENOIN_Version_l.0_lCF_28_Aug 201 5_Engtish Language
CP001 15_NENOIN_Version_1 .0_lCF_28_Aug_201 5_lndonesian Language_site O4 (RS

Bethesda Yogyakarta) (Lembor tnformasi Subyek don Formulir Pernyatoan
Persetuj uon Te rtuli s_Ve rsi Bohasa lndonesi a)
CP001 15_NENOIN_Version_1 .0_lCF_28_Au92015_lndonesian Language_Site 05 (RS

Dr. Kariadi, Semarang) (Lemfur lnfarmdsi Subyek dan Farmultr Peflrydtaan
Persetujuon Te rtuli s_Ve rsi Bahan lndonesia)
Copy of draft eCRF version 03 dated 03 Sep 2015
Summary of Product Characteristic (Ctinicat Overview Neurobion Tabtets)
Curricutum Vitae of lnvesugators (Dr, Rizatdy Pinzon Sp.S - Site 04 ; dr. Dodik
Tugasworo 5p.5 - Site 05)
lnstitution Letter from Dr. Kariadi Hospita[ (on process for approval from hosp[tal
director')
Institution Letter from Bethesda Hospitat (it has been approved by the hospitat
director)
Drug Safety Ataflual_Ver 1 .o_date on 24 Juty 2015
Serious Adverse Event Report Form of NENOIN STUDY
SF-8 Questionnaire of Life - Engtish and lndonesian Language - date 23 Jut2014

Ethic Committee (Ec)/lnstitutionat Review Board (lRB) are operating according to ICH-

GCP standard and requirements.

Semarang, 04 February 2016

Head of Heatth Research Ethics Committee
Dr. Kariadi - Academic Hosoital

Prof. Irr. dr. Sunrihrti. MSc.. Sp. TTIT-KI.(Kl.
NIP . 19500621 t97703 2001
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TO WHOM IT MAY CONCERN
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FAKUTTAS KEDOKTERAN UNIVERSITAS DIPONEGORO /
RSUP dT KARIADI SEMARANG

Sekrelorfof : Konlor Dekonql tK Undlp Lt.3

Jl. Dr. Soelomo 18. Semorong
felp.O2tf -831 I 523/Fox. 024-8446905 d"*

Nama Penellti Utama

Judul

Reviewer

Persetujuan Ropol Full Boord KEPK FK Undip-RSUP Dr.Koriodi
Hori, Tonggol : Komb, ...0.4.Ft9..2010.

1, d.. Dodlk Tugaswo,o, Sp,s{K), 2. dr, Rizaldy Pinzon, Sp.S, Arytota : d.. Udl, sp,S

'Manatement of Perlpheral Neu,opathy Symptoms Wlth Neuroblon' Forte : A12 week Prospectlve Non-lnte.ventlonal (Obse.vatlonal) study in Indonesla
(NENOIN STUDY)

: 1. Prof. Dr, dr. Suprihad, M.Sc, Sp. THT-K|"({), 2, P,of. 0r. dr. M, Husseln Gasem, Sp.PD-KPTI, 3. Dr. dr. Selamat Budljltno, M,Si.Med, Sp.B, Sp.B(K}, Onk, FICS

4. dr. NoorWijayahadi, M,Ket Sp.F(

No. Nama

setuiu/
Tidak Setuju Catatan Tanda Tangan

1.

Prof. Dr. dr. Suprihati, Sp. THT-KL(K),

MSc a\
2.

Prof. Dr. dr. Suharyo Hadisaputro, Sp.

PD(K)-KPTI I'h\'
-(

3.

Dr. dr. Selamat Budijitno, M.5i.Med,

Sp.B, Sp.B.Onk Ir

il

4. Prof. dr. Siti Fatimah Muis, MSc, Sp. GK,

- 
,t4o

5. dr. Noor Wijayahadi, M.Kes, Sp.FK

W""r^

_Jt.



KOMTST ET|K PENEUTIAN KESEHATAN (KEPK)

FAKUITAS KEDOKTERAN UNIVERSITAS DIPONEGORO /
RSUP dT KARIADI SEMARANG

Selaetodol: Kqnlor Dekonql FK Undlp Lt.3

Jl. Dr. Soelomo 18. Semorcng
Ielp.024-8ill | 523/Fox. OZe.al46905 d,**

No. Nama

setuiu/Tidak
Setuiu Catatan Tanda Tangan

5. Dra. Ani Margawati, M.Kes
l-- . t\'\-^J-qY

7. dr. Kentar Arimadyo S, M.Kes, Sp.M
LaJ 

'^%
8.

dr. Dodik Tugasworo, Sp.S(K)

9.

Prof. dr. Edi Dharmana, MSc, PhD,

Sp.Park /,?^
10. Dr. dr. M. Sholeh Kosim, Sp.A(K)

\U*l A&
O

11. Dr. dr. T. Mina lskandar, Sp.OG(K) \ C.l-P

L2.
Prof. Dr. dr. Hussein Gasem, PhD,

Sp.PD-KPTI
4h

L3. Dr. dr. Mexitalia Setiawati E, Sp.A(K)
Ielui..'r \<,v
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Jl. Dr. Soelomo 18. Semorong
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t4. Prof. Dr. Sarsintorini Putra,5H, MS

15. Dr. dr. Sofyan Harahap, Sp.An-KNA U/^,

16.
Dr. dr. Banundari Rahmawati, Sp.PK(K) Dd'? 4"i5. '

U

L7.
Prof. Dr. drg. Oediyani, MS A/%l .aa1 . ^

Uqoua
18.

dr. Abdul Mughni, M.Si.Med, Sp.B-KBD

19. drh. Wulan Christijanti, MS wtgtu v
20. dr. Bahrudin. M.Si.Med, Ph.D

-\^N

2t. Soejatno Pedro. HD

22. Dra. Suhardiningsih, Apt, MARS (eTvtU

-;_


