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Please provide the answers to the following items in an unprotectedMicrosoft Word format.Do not

convert it into a PDF and do not send as a compressed file (.rar).This information will be used during the
inspection and will be used in the writing of the Establishment Inspection Report.Put the information in

cach item below. Thank you for your help.
THIEAZRY HIMicrosoft Word &4t LTI H & Zpg e ALK LA PR, WAL H4Sd
AR IE . EAME BIER A, IR TRENMAERE . KEBIHSE T
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1.Name and title of responsible persons for the facility.Please also describe the responsible individuals'job

duties.Examples of the type ofemployees I would like included are:

LAV BT NI RIER S . IR 71 5T A TAEER ST . AN R TRER B AE:
Person most responsible for the company overall,even if the person is in a different location

Xt AR SR R DTAERIN, - B NAEAS R 137

Person most responsible for the inspected facility on a day-to-day basisPerson responsible for the quality
decisions

XA BB T AT H 3 KSR A ST RS A

Persons responsible for major departments(production,laboratory, warehouse,engineering etc.)
FEEIATTN CE7, =, G, TH%)

Please use the following format:

T BA S A X
Name Job Title Duties Reports to
4 HRBL A4 IR S
Mr.John AAA |President Overall,the most responsible person for this NotApplicable
2R AAASCAE | company.All employees ultimately report AN F
SR, MR FAFRATUERIN. T E
AR e
to Mr.Smith.Responsible for hiring or firing
managers. Approves capital
ST MRS B R B . LR A
Mrs.Mary BBB |QC Manager [Supervises all analysts of the quality control President
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HNFBBBA A [Fifi4#  [lab.Approves analytical procedures. R
R R R IS SRR ST 5 e T
(A

Responsible for review anid approval of analytical

data.Reports to the President
BT AT R B A . [ R GRS

POIAAG S
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2.The total number of employees at the facility and the number of employees working in

AV LWL

W%, 1% N
Name Title LAY Stz
s Al R 5 2 R R L ol
oM FIASTHFHE . Sob il 2 4 B {5 1 4 T 5
o FIE B b~ BE PR R i B e
akwielly ) R E R B IS . R R R A
b AR
BB R TS B, R
o SRl BB B . fE, B

Sale Manager

TEOL L AR B R BT T, AT T, DA
il VIS R AR S TR A P Ui e
BFAE R, AR SOV 5 LGB Bt HfESE

R4
Quality Manager

BORIEARRE . AP RE PE e
77 AR T BB A, St AR
BURE TV K06 75 T2 AR At 57 2 B A R A
MR AR PTA B = AR I 45 A R
Zeid B IS 2 K b B

R
Quality Supervisor

AR 58 BT A 0 B AL B0 s 2 AN W B BT )
e BRI E B B ARE A R it
TN F T IR & S 25 GMP &
FRRN

rEPR A
Production Dept.

TR R YRS, DT AR U Rl St S
H, HHATRENAIRNTT. AL B,
LRI ERE, HASH6S i5sh". HAlL
EF

R 2 3
Purchase Manager

T DOREE IR 1t BT RAE BEAT EL
A, INUA TR RAS, SSURIET H
% AR, ORIEVIBE R fites, th A ik
ANLBER AR, RO SR
ks R, A R, RS ILEEAT
PR, A ERLL A — 5K & B b ag kit
Bl

WAL
Equipment Manager

BRI 4EY RTR, Bk dEiEMSOE, AT
FERVE R, XBRERBITRE (E%de) it
I, W& HEREBS R, X
P 2 A A P AR T

W

Warehouse Supervisor

BUIANBAT 5 00 ) B 16 TAE bRt it
CHEME R TAE, , EEAREHR
PRI, AR AT O % T A,
FEEMK. K. DA RE K, B
BRI, R
LR SR

SCFE(QA)

T BTN A ATEOLME S 1SO ARGt
GMP SCfF. BRSO TREEIAR. 2758
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TBTHL L2 B 2 M BOR BRSO B 1 AR
HEVE A

H
[eV
b=
OB

=



FDAS#Z ML BRI S HE R 202549 H15H

QA,QC,warehouse,and production departments.

2L RTEHBLRIEQA. QC. BEMAFIHITI/ENR T AL

X LR
ARG E

Personnel

£ F4¢ Production 60
QA. QC 10

3 J%E 22 4¢ Warehouse 3
it A R&D 3
4744 8 Marketing & Sales 8
HAfth Others 5

it Total 89

3.The normal hours (start and stop times)and days ofoperation for the production, laboratory,warehouse,and

administrative departments.

3=, EIE . BENATEERITMIER TR GRS L D) FMITERE.
JSINAZE ST

4.The name and contact information (address,phone,e-mail)for the most responsible person for the

company located at the inspected site.

AN TFHRERGH AR BRATANEZNBRR TR ik, BiE. BFHD
PAPNAAG S

5.The name and contact information(address,phone,e-mail)for the most responsible individual for the

company overall (President,CEO),even if at a different location (company headquarters).

5.0 AT BERATEN NN (B BFEHITE) NBLAMERALT R (Hik. B, BT
, BMEEARRHS (AF L) .
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POIAAG S

6.The name and contact information(address,phone,e-mail)of your US agent.
6.EHIRERBEANBEAMERERE TR Glibk, BIE. BT .

7.Address of other locations for your company and the general type of operations that occur at each

location.Please use the following format.

POIAAY S

7.5 A F HAb R AR DL R AR R — e E R AL EREA IR

Site Name Address Type of operations Product |[FEI
i R AR o dik AR for US

Market  [Number
S

7
B
River Site 1 River Road,Madison,WI 10028,USA |Finished dosage capsules [Yes XXX
I 5 [ 7 o 2 ) 2 b TR 1, B it 7 S i XXX
4710028
China Site 89 aABC,Province,China Non-sterie API,non- No IN/A
o [ [ SO KM HEAw], THEA JEAPIR Y, FE- A AN H
pharmaceutical chemicals

B 2402

POIAAG S

8.A brief history of the company that includes when and where the company was founded,who founded
it,legal status,establishment history,products made,name changes,list of management changes with
names/positions since last inspection, hours of operations,construction changes and any significant
change.For the facility that will be inspected,provide a brief history including the year the facility was
initially constructed,when commercial manufacturing started,and the dates ofany significant additions or
renovations.Also provide an organizational chart,layout of the plant,and state how many square feet has the

Plant.
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N

8.AFE N, AIMAF RN IR SIFE A EERMAL. BRI E. EFENFE R BHEE
v B ERREDSRZFR/AAL KB EHREF R, BWAE. ETREAMEAERTE. TR
BB, REFERHRLR, SFERERIRERFE R &6 R &M EXR
VEEMer Y. ANREHASHE. T ik, HEHL FE20FHFER.

X N BT R

9.A list of all products manufactured (for all markets)or tested at the inspected facility since the year 2022 to
today. Please include the name of the drug substance(API),lot number,quantity shipped,date of release or
reject,expiry date (if apply),and market US or not US.Include all products on this list, even if they are not
marketed to the United States market.

IEZMTHFIE CERTHETS) BIMRKFARERE22FES ., HEEFRGER (A
PD) | #itS. REHE. BATREWHM. FE00 (EM) UEREWHERERETY. gk
FIRFHIPTE 0, BEEMRERENSHHE.

ISIVAAEEE

10.For the US product,list the product name,dosage form(e.g.,hand santizer, etc) and the address shipped to
the US during the last 3 years.

10X P, WHIHP=BAH A OTHE) DRI EIE %M AL
XYL

11.If you manufacture any non-pharmaceutical products,which are regulated by the FDA for the US
market,please identify those products.These may include foods, flavorings,cosmetics,dietary

supplements,dietary supplement ingredients,or medical devices.

LB AR SEE A R R BT ER NS NEE TSGR, WEHXER R, X
BARER R, RE. R, BRI BRI BRET B .
S R

12.List the name of the APIs or raw materials that use with Nosodes or are originated from Nosodes for any

of your products.

12.5 Hi 5 Nosode—72 {5 F 5tIR B Nosode AL 7= i B B RL 25 SR A4 B 2 K
Xt RV
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13.List the name of the APIs or raw materials that use Sarcodes or are originated from Sarcodes for any of

your products.

13.51 HH 48 AL ART 7= A 43 F SarcodesBGIR H Sarcodes B B B R A4 AL 2 R o
XF BT

14.Provide an explanation of your lot coding system for finished products intended for the US market and

provide an example.

14 AR T B TSR BIRLIR RIS R G, FRE— B
X R 2

15.Provide a copy of organizational charts for upper management,QA,QC,and Production as applicable to
the inspected facility.Include a corporate organizational chart if applicable.Please write out the name (no

initials)and title of each person in the organizational chart.

15 REGEA THRERENSEEEAR. QA. QCRAFRHREHWERIA. WREH, HE
BAFRAREHE. FEAREHE LS TEMNERE (BREFREE) k4.

E%ﬁﬁiﬁ%
PO HATRAT Rty Manager
RESEREHE =5

Quality Dept. Organizaiton Chart MrJiang Tao

REFEE

Quality Supervisor
sy L]
Ms. Pan Suyi
QA
KRR, BhwEE. Hinl
Mr. Guan Facheng, Ms. Feng
Ruifeng, Ms. Yang Jiexin
O =
B RRER RAEMSRER ey i |
e : A Physical & Chemical
emical Analyst Microbio Anatygt Analyst QAT
§§5’Z:_@§‘;§ TR, ZR EE. BER QA Documentation
Mr. Maijicheng, Mr. Tan Zhicong -
Mr. He Jiaqgi Mr. Maijichen Ms. Lun Yuyun, E‘Ef—ém
‘ q ’ 9 Mr. Cui Yaoan Ms. Chen Jiaxin

PUIVAAYS S

16.Diagrams of the production and warehouse areas.Include product and personnel flow.Also include

diagrams with air classifications if applicable to the area.

16. £ NEEXHE. SF~RNARTRS. WREHATZHMX, ENEFEESEKE.
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17.A flowchart/briefdescription ofthe manufacturing process of your products for the US market.
17.5% > ) [H1 171 58 [ T 47 047 it 1) 3 3 2 1/ 5 B

18.An index of the written procedures (in English)that would include procedures applicable to the
quality,production,warehouse,materials,laboratory,and packaging departments,including effective dates and

version numbers.

BAMEFRS (O , BiEEHTRE. £/ GF. M, SSREMERMITRER, &
AR AR S

JSINAZE ST

19.List of ALL Customer Complaints and return records related to all products and Adverse Drug Reactions

since the year 2022 to today.In unprotected EXCEL format.

19.H20224E 2%, SHrA 7 AT BB SR 2 7 BOR AR B IL %5 5. ARG
EXCEL#% .

PoyTA e o

20.List of ALL Product Recalls since the year 2022 to today.In unprotected EXCEL format.
20. 52022 25 KT AT M B EER . ARZETHEXCELE N,

LR

21.List of ALL Deviations since the year 2022 to today (including but not limited to
equipment,process,testing,facilities,personnel,etc.)with information such as deviation
number,product,deviation explanation and summary,date initiated, status (planed or unplanned),initial
completion date,initial due date,actual completion date,and total number of dates until completed in

unprotected.In unprotected EXCEL format.

21.B2022E 2SR IRER S (BR/EARTRE. L2, Wik, 7. ARS , BFRE
T oms MEBBRERNES. B31EH. RE GrRINEGHRIZN « #ItRER B H. Y163
H. EheiH AR ELRFRE T BN AHERER . AR HEXCELK K.
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22.List of ALL Change Controls and CAPAs since the year 2022 to today (including but not limited to
equipment,process,testing,facilities,personnel,etc.)with a description and summary,initiation date,initial due
date,completion date,actual completion date,and total number of dates until completed.Please use

unprotected EXCEL format.

22.H20224F B4 K A2 I HIMCAPAIG B (BEEAR Ties . T2, k. . A GRS
, BFEHRAESS . B HW. WIEaEII A, sE I SERR e R H LA SE GRS H . 1
i AN Z ORI I EXCELKS 3.

X R B

23.List of ALL laboratory non-conformance or 00S,00T,LIR since the previous FDA inspection pertaining
to laboratory testing (including raw materials,in- process,finished products,and stability testing)since
2022.The list must include information such as product impacted,description and summary of the event,
initiation date,initial due date,completion date,actual completion date,and total number ofdates until

completed.Final status(valid or invalid)and action taken. Use unprotected EXCEL format.

23. 120224 LIk, H FRERGHAMHEBEEBEA LK, 50l CBEEAR. ek
dt B AT AR E PN A ORI BT SEIR AT S IE00S . 00T LIRVE . %5 P MEiE %%
WA ()= ity SR HER LRSS . FREE . WIEEIE . sescH B, SERR e R H R 58 SORT R
HIISER . m&RE CHERETER0 FRIAIAT . A Z IR EXCELKE 3.

PaIVA g S E

24 List of ALL OOS,00T,LIR since the year 2022 to today pertaining to the stability testing.The list must
include information such as product impacted, description and summary of the event,stability time
point,initiation date,actual completion date,and total number of dates until completed.Final status (valid or

invalid)and action taken.Use unprotected EXCEL format.
24. H2022E =4 K rAHOO0S. 00T, LIRIE FAZEMEN . S RUINEIE W77 dh . FAFH

MIRRSEE . RER )= B HL SEbRse i H A e i BB E R . &S R
RO ARIATES . ARG IEXCELRS 3o
XF BT
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25.List of stability samples for whom testing was not completed within predefined completion time.Provide
information such as intended testing completion date, actual testing completion date,and total number of

days delayed testing.In unprotected EXCEL format.

25 RAETHE 56 B 1] P 76 Bl 1 RO AG 8 1R I B o SR AL TIUITIN 5 il H 30T S Bl ik e 1 H 391
ARETR M SR E R . AR EXCELRS 2.

X BB

26.Provide a list of samples that have been retested for during 0OS investigations since the previous FDA
inspection,including information such as retest date, reason,product name,batch number,final

status/conclusion(confirmed or not confirmed).In unprotected EXCEL format.

26 BBt L UCSE [ A 24 i B B R R A LASRAE 0O S 25 19 1) 2 3 ik O AR ARV B0, 365 2 0
WHBL R PR, s RERT/ELR FRAEURIIN) SEE . AZIRYTIEXCELR
e

Xt LB RE

27.List of all rejected and returned batches.
27 FT A AR SOMIR [|] 3t X R B

POIAAY S

28.List of all specifications and test methods for drug products
28.24 it T AR AN 56 VAT
JOPNAZE ST

29.List of the standalone computerized systems in the laboratory.
29 5B S ML HAL R GE L
X RLBEAY

30.List of all computerized systems in the plant and in the laboratory.

30,1 FISEEG = BT A tHAENL R GEHTE .
POPNAAY R

31.List of all Water System testingdata and investigations for excursions and product batches impacted.
%10 3£ 13 R
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3152 5200 ) R I TR AT A1 P2 S IR (1 B 7K 22 e A A R 23 .

32.List of products that uses Glycerin
3245 FH I 7 S
X NLBEA

33.Copy of the specifications for the water used in manufacturing operations.
3313 A Mk FH 7K R AR
JOPNAZE ST

34.List of all finished drug product specifications along with test methods for all products intended for the
U.S.

347 FH T3 [ AR R 24 UM T B LU BT 7 et IR TV
Xf L BT

35.Provide a detailed written description and explanation of the following processes and applicable

SOPs(include SOP number,revision,and effective date):
35 SR L LU R ATIE F SOPH VR 15 I 1 A MR (ELFESOPSR S . BT RCFIAER I D) -
1)Description of the roles,functions,and responsibilities of the QA unit.

D R ERIERS TR A . BRREMI ST,
XF BT

2)Written description and written explanation of the manufacturing and testing of your products for USA

market.

2) S T 3 ) s AT A 17 i 4 T T 1 B AT TR AR
X BT AL

3)Batch records review and release

3) i A% AR A
POPTAAY R

511 51 L 13 0
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4)How the firm establish release specifications ?
4) O E] AR i) e A R ?
X R B

5)Which products uses Glycerin ?
5) WP A A H 2
X R B

6)Who supply the Glycerin ?
6) EHLRH 2
JOPNAZE ST

7)Is Glycerin tested for EG and DEG?
7 HilR G4 EGRDEGIR?
Xof LB A

8) AEUEIRHLH . LWE. FNEEN?
JOPNAZE ST

9) HIMAMEGHIDEG? 2.8z %A Rl #E e i 25 |
POIVAAY R
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