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This license is herehy issued, setting out ters, allowing the lbilowing person to

conduct clinical trial of rhe folloi,ving new drug. subj6t

Drugs Registration R.ules, 2038( 1 981).

1. Of the new clrug licensetl {'or clinical trial:

to the Drugs Act, 2035(1978) and the

2. Of the disease licensed for clinica! trial:
(a) Name : ('OVID - i9
(h) iVlethod of diagnosis: Clinicai s3rmptoms as ra,ell as laboratory diagnosis with real time PCR testing

3" of the consumption of the new drug to be adrninistered in the course of clinical trial:

(a) Method: Oral f-orm and COLCHICINE fbr ASPtRiN and Intravenous Infusion for TOCILIZUJ\.{AB (b) Nfode;
Tocilizurnab will be given as a single iirtravenous infusion over 60 minutes in 100m1 sodium chloride 0.9%. A
second dose may be given >12 and <24 hours later if, in the opinion of the attending clinician, the Datient's
condition has not impror,'ed.
(b) Dosage (dailv):

ASPIRIN: 150 mg by mouth (or nasogastric tr"rbe) or per reetllm once daily uniil discharge.
COLCHiCiFiE : l mgstatdosethen50ilmcgafier !2 hourgandcontinr,re500nrcgevery I2 hoursfbr l0days
TOCILIZUMAB : Single dose: I mglkg (max 800 nrg)
A second dose may be given >:12 and 24 hours later if, in the opinir,rn of the attending clinicians, the patient's
condition has not improved"
(c) Period: Afbrementioned for specific interventions

4. Mode of clinical triah Open Label Randomised Controiled'Irial. Adaptive

5. Flace where clinical trial is to be eonducted:

BP Name and address of hosprtal: TekLr Hospitai (Slrukra raaj Troprcal cQ. Infectious Disease HospiXal) and Armed

Police Force liospital

Narne anci address of other doctor: As assigned lry the study sites anci orientaticin provided byNI{RC

6. Of the person allo'wed conducting clinical trial;
(a) Name, surname and address: DR PRADiP GYANWALI (Nivlc NO 5725y DR BUDDHA BASNYA-| (NMC
NrJ: 1290)

(h) Occupation: N{D CLINICAL PI{ARI\4ACOLOGIST/ I\4D INTERNAL MEDICI}lE
(c) Qualifications: MBBS, N4t)

7. Validity period of license: 2 YEARS FRLrM DATE OI"- ISSUE.

License receiver's: DR. SIJMAN PANT (NMC NO: i2983j
Signature:

l)ate:

Name System Group
ol:

Subgroup

Composition Type or
Kiiid

Active ingredient's Renrarks

Name Quantity

ASP]RiN A1-LOPA]'IIY KIIA ASPIII IN
,fA 

BI,EI' ASI'IRIN I5OMG/TAB

C(}LCi IICINF] At..i.oPAl'H\ KHA c()i.c1-lrc'it.lF TAIILEl COl-tlt-IlClNrl I MGi(].,it\,{(r tAIJ

IOCII-iZIIMAB Ai,I OPA-IIJY K]JA l OCII-IZI IMAB IN.II]CI ION fOCII,IZUMAi} 400MG/201\.tt

[]esignaiion: SEN IOR DRUC ADI\41 N I 5'f RA'IOR


