AV RYEA AR SS A4

Y

th

E

fiz

China Gate



EHDENLIrE

EFSRURmIS
EFREMRSZ A



S

China Gate

REEN

WERE

RARBIANE

RE)E D/ B iR/ G
ZEBRS/RSNE

R B 247 T08E
REERMEBIRIRE
FREFRRESRMmDE
R EFRRET BmBIRINE
MREEEREBRRE

B i IIF RIRIRAE
WAL B R IRARAE

BT st R IR AR

HAIZ A



Sk
/NSINEIE

FIERERE—REVRHEERSABARSHVEHAF, ULEEEEEREREMR. FHREZRE
BARMR. FE@ER. EmimA, Wkm. Z29IILEFIAH. EFEsmERESmORERRE
MEER. BRAEiL, AWML, ENREERS®ROTLEXREE. THREH. THRIEZFWL
Ak 5 (B E 5 & BR 4B X 7= s N\ R E 17 45)

B1996FE AR MIES, AR ETMIHIF20005 1R
BRmEEM, EEFENRREMERNESH T
ARKE, ERRXEENERSmBRERRNE, BRUNEE™
Am B AR E AR A IE]

ARPEERINAELLBEMRIRE~FE, AAAZFR
HrERME—RERR—THTHEH—HEREN2E— LR

%o

FIERREFEEADAEXUMSERERRRBDSE
BiEMARS I




About US

S

China Gate

\

China Gate is a consulting organization specializing in providing
technology services for companies marketing their health products
in China. Our business scope includes Health Food (Blue Hat),
Foods for Special Medical Purposes(FSMP), New Food Ingredient
(Novel Food), Food Additive, Cosmetic, Infant Formula, Medical
Device, etc. Meanwhile, China Gate also provides customized
services such as health product-related regulatory consultation,
marketing research, marketing planning, etc.

China Gate was established in 1996 and has achieved more
than 2000 health food certificates for our clients until now. Our
rich experience and technical expertise in product registration
enable us to reduce registration risk and time for our clients.

China Gate possesses an independent R&D lab and pilot
production site, which can provide integration services
including R&D, Registration, Marketing, and Sales distribution.
China Gate is the exclusive registration service provider for
Nutrition and Special Food Branch of China Health Culture
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Registration Process of Health Food

Confirm the Confirm the Research and Prepare i
function > formula > development > the samples 4 =

v
Technical . . Prepare application
Supplement review 4 Submitthe dossiers to SAMR | dossiers
v
On-site verification > Conclusions and > Administrative > Obtain
(If needed) recommendations approval certificate
Filing Process of Health Food
Prepare samples > Test > Prepare application dossiers
v
supplementing and modifying Submit the dossiers
SEEEE. < the application dossiers < to SAMR
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Registration Process of FSMP
Survery and set up the project > Expert assessment > Confirm the formula
v
Pilot-scale production and berification | Research and developement
v
Stability test > Clinical test > Prepare application dossiers
v
Acceptance of the dossiers < Submit the dossiers to SAMR
v

On-site verification: trial production on site. sampling.

Technical evaluation . .
echnical evaluatio > on-site verification of clinical test

v

Obtain approval certificate < Get approval < Get the review conclusion
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Application Process of Novel Food

Expert
demonstration > Safety test > Safety assessment
v
Technical < Obtain acceptance < Prepare application
evaluation notice documents
v
Social risk : L Approval and
evaluation > Ask for public opinions > announcement
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Application Process of Novel Food
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Social risk
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Application Process of Cosmetics
Account opening of goverment > Audit:formula,manufactuing
affairs platform process,etc
v
Complete the test and sort out
thpe application dossiers < Test «  Preparesamples
|
|
|
L__S_p_e_cla_l_ Submit for > . Technical and > Obtain an electronic
| acceptance admininstrative approval registration certificate
|
|
| Ordinary
b > Submit for acceptance P Obtain an electronicfiling certificate
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Registration Process of Medical Device

Prepare product technical >

Basic demonstration | 2 requirements and samples Test
------- Exemption from === v
clinical trials
Prepare application Comparison with the . .
dossiers 4 sametype medical devices —— 4 Clincal evaluation
v
. Clinical trials
Submit L ]
v
Technical review > Supplement P> Obtain registration certificate



S

i Z;E )tl China Gate

7N

B @ G2

ol % %~ &

BIBRAUN  (IK-Max) ) NOVARTIs

SHARING EXPERTISE

n oW E =5 == B

(1l 3 5t 25 @ Hi il 53
AAAAAAAAAAAAAAAAAAAAA SCRIANEN

T- I
Q’?\ Jamfeson

FREES

¥ AN
NN

N Ty KZrkdashenlin

(&) LI5S Abbott e HhESRSY

A Promise for Life

(»YAKER BI1OMARINE m ”:H Angelszin



. ooy RRER/SERR/TEREN/ ]SRN
AR ERRIE NS eommmmmmnmnammmymemm

i 4t - AERHHEX A=A FEE39SEIFSOHOIS#3502
ADD : 9-3502 , JIANWAISOHO,NO.39,3RD RING ROAD
EAST MID,BEIJING, 100022

FBiE/TEL : 17600472416
f&E/FAX : 010-65843801



	页 1
	页 2
	页 3
	页 4
	页 5
	页 6
	页 7
	页 8
	页 9
	页 10
	页 11
	页 12
	页 13
	页 14
	页 15
	页 16
	页 17
	页 18
	页 19
	页 20

