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Mr. Xiaofeng Meng, General Manager
‘Wuhan Humanwell Likang Phanmaceutical Co., Ltd
No.98 Shendun 2nd Road;.

Fast Lake New Technology Development Zone
Wuhan, Hubei 430206

oN

Reference: Inspection Date(s) 08/19/2019 - 08/23/2019
Tocation: Wuhan
No.

East Lake New Technology Development Zone
Wahan, 430206
o

Dear Mr. Meng:

Corporate Social Responsibility Report

[pJY U.S. FOOD & DRUG i st e 3038
ADMINISTRATION Radoie, MD 20857
e
Via UPS

R Recot Requstos
sy 16,2019

Or. un Y, Ganra s

Vo a5 s P
Vear, b, 44311, Crira

Dear Or. Yu,

The USS. Food and Drug.

Dosage Plant. FEl aoomuso located at No. 510 Dongiin Road, Yichang, Hubel, 4431
o

aval aithough

the same. “affical
o e (AT

em the facity.
ensure continued compliance wih CGMP.

Please note, however, that

epicst
i tospoctic ry o e COE complnce soces

“closed under 21

(EIR). 1t m
by FDA in accordance wih the Freedom of Information Act (FOIA) and 21 CFR part 20, Tis, however,

ding this eter,
240.402-0550 or email at Kevi Gon bt

Sincerely,

G
e Director
Drtsont Faskn rameiancl
Qualiy Ins

OFFICE OF PHARMACEUTICAL
QUALITY OPERATIONS

4040 N Central Expressway

Dallas, TX 75204

[ Fosdcd

Dru
concludes that an inspection s

“closed” under 21 CFR 20.6HA)G), it will reease  co vyu(\heElRw:lx

pril 1, 1997.

1he y
sy, Releasi

Information Act (FOLA) and 21 CFR Part 20. This, however. does not reclude you from requesting additional

information under FOLA.

emailatjohn diehl@ s gov.

FEL3014919801

ite at wwvw fda gos.

Sincerely,
Vincent M.
Williams -S

Minsalud

3 e fda.gov

'RESOLUCION Nro. 2019010331 DEL 20 DE MARZO DE 201

o
YICHANG HUMANWELL PHARMACEUTICAL CO. LTO, IDENTIFED WITH NUMBER OF LICENor. v rv
0000045005 (1-1)

E1 Dirsctor Técnico do Medicamantos y Productos Bilégicos dol instiuto Nacional do Vigiancia de

st oy u:‘la o, 012030820 dot Y aniondo
ANTECEDENTES
psom a7
s deandacua Farmce os (03) ot el o o o do
e on moncn acions YICHANG Nuumwzu. PHARMACEUTICAL GO, LTD, loca
Gl Ao, Yihang.Hubel, 443005, Repdbica 6o Chin.paa a FABRIGAGION O MEDIGAMENTOS con
ESTERILES =
PRINCIPIOS ACTIVOS [FORMAS FARMACEUTICAS
CITRATO DE FENTANILO | Liquidos ‘Solucién parenteral de pequeAo (ampolias)
| CLORHIORATO DE RENIFENTANILO |~ Saidos o volumen (vies).
NOTAS ACLARATORIAS:
1. COMUNE
{00 soial lragees ) ktsenon st s, % Romones o s, 1 arnespsccs,
o radiofrmacos y no bioldgicos.

dolos derochos do a vs

et os das 25 26,27 26 dofotrro 301 do mrzo o 2010,
Nuumwm PHARMACEUTICAL

ot Buonas Préctcas

toro ol grugo do inspoccién dol a el ks~
conceptia que. HUAMWELL PRARMACEUTICAL o LToy e &
ot a0 Fegiies e Cho CUMPLE cor 4 BUENAS PRACTICAS DE WANUFACTURA FARMACEUTICA.

U.S. Food and Drug Administration

TV ESTIGATIONS BN

Medicines and Healthoure Products Regulatory A,
CERTIFICATE HUMBEE: UK GMP 46462 hup G 001
GERTIFICATE OF GMP COMPLIANGCE OF A M) T
Part 1

Tsted following an ispection i sceordance with
ot 1115 of Disective 200 UE3EC as amendad.

The conpetent avthority of Usited Kirgdom comfrms e £
The snsoufactaser: JTCHANG HUMANWELL PHARMA mumrw
Site ddvess: O 99 MINGFENG ROAD. YUAN'AN,

-

e B B .

llowing raional egilation:

The Heman Mdicines Regelasions 2012 §1201

conbuctedan
s i
, elives of Ficturing Practie laid donin Directive ZDIISEC *
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