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Questionnaire for manufacturers of Active pharmaceutical ingredients and excipients
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For the assessment of the status of your company is quality and the compliance of your production with the rules of
¢GMP (current good manufacturing practice), we kindly ask you to answer the questions on the following pages and
the return the completed questionnaire within the next four weeks. Please fill in only those section and parts, which
are related to the project respectively the product. Please attach a copy of your manufacturing authorization, copies
of the GMP- and other certificates.
This questionnaire should be completed for each manufacturing site at the responsibility of your quality manager or
your head of quality assurance or authorized person who will confirm the accuracy of the information given by his/
her signature.
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Company name FOUITEN (company stamp A3 1WTHN):

Confirmation of the accuracy of the information given in this questionnaire

A v 9 Y o Y
fﬂiEJufJUﬂ'J"IﬂJQleBﬁﬂlﬂﬂﬂlﬂy‘ﬁﬂﬂif’]ﬂﬁlﬂGLHLL‘U“]JE‘TEJUQ'IJJ:

(Place ﬁmuﬁ) (Date ﬂ"uﬁ)

) . Y oy a w
(Signature DELHU) (Function within the company AR N STSTEL L))

Contact details 5180aZDUANIIAAAD:
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. GENERAL COMPANY INFORMATION

1. Company name #oU34%:

2. Address ﬁag’ (Headquarters tfinaiu Ing)):

3. Address production plant fiegveq15991undn (if different from upper address fuAnAIINBgATIUL):

4. Contact person yananaase ¢
Department UNuUn:
Phone Tnsfwi: Fax ulnd:

e-mail :

5. Name of the product being offered to GPO Fonansainiaue:

6. Are all manufacturing steps during the manufacture of the product being subject Yes 1o No Taily

to thlS questionnaire performed by address production plant mentioned above?
‘V]ﬂ‘U‘Uﬂﬂ‘uﬂﬁWleNﬁﬂﬂﬂ!m(‘ﬂ’ﬂ“’ﬁﬁiﬂiﬂﬁuﬁZN) Wﬁﬂiﬂﬂii@ﬂuﬂﬁﬂﬂﬂﬁﬁuﬁﬁ@llll

7. Does your company have several production sites? WSEnTanmfindanarsi Yes lay No Taile
wseli If Yes, please fill in information below. 113 nyansendeyadmais

Address additional production site Noganunanuenmilonniseydefu: oo

Are there any differences in root of synthesis of raw materials produce in Yes la No Txily
additional production site and production site that offer product to GPO? %uﬂau
nsdunsiziingauluaamiindaiiuenmilenniissydredusurainiafisdeld
GPO uanseiumnse luj

8. Can it trace back to the production sites of product? mmiﬂﬁ‘umuﬂau%ua Yes 1ot No Taily
ﬁﬂ']u‘ﬂwﬁﬂwaﬂﬂmcﬂnlﬂﬁiavlﬂ

If Yes, how is it traceable? 8114 fundudeyaldetie’s

9. Which kind of production do you perform at the production plant mentioned
above? Uszianvesmswin luanuinaadredu
® APIs daendiAny Yes 1o No Tila

® Excipients m37 liladendday Yes 1% No il

® Pharmaceutical Products Naﬂﬁmcv‘fmﬁﬁﬂgﬂ Yes 19 No lils

10. Please attach a list of all products manufactured at this production site
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. GENERAL COMPANY INFORMATION (Cont.)

. . o 7 ]
11. Is there a company organization chart? funuiaearnsnse lu

If Yes, please attach a copy. 811 Tu/sauuudumn

Yes 19

No 11y

12. Number of employees $14UN1INY
® Total number of employees i?m’mwﬁﬂdmﬁwuﬂ:
© Number of employees in production $1UIUNUNINUNAA:
® Number of employees in QC $1UNINIMU QC:

©  Number of employees in QA TTMIUNINITU QA:

13. Number of working shifts per day S1usunzvasnsineusedu:

14. Number of working hours per shift $1uau97 Tuevnunens:

. INFORMATION OF THE PRODUCT

1. Is a drug master file available? 1 drug master file w3olai
If Yes, please attach a copy of drug master file open part. &1l Talsauuudun drug
master file @auNTlame'ld

Yes Jaf

No laiTaf

— % a a Y 4 [
2. s stability data of the product available? ffeyanamasenmesndndinnnie 1
If Yes, please attach a copy of accelerate and long term stability data (at least 3

batch of each studies) 813 I‘ﬂiﬂu‘u‘uﬁ’i!.uﬁ'ﬂ!;l‘aﬂ’ﬂllﬂﬂﬁﬂ?Wﬁﬂﬁﬂ‘l’J:ﬁLéﬂng'i:‘U:iUTJ
(@8191108 3 ';'umiwﬁmaamiammwﬁﬁﬂm)

*For API, please always attach a copy of stability data. dm¥u API Tsaunndumn
m”ay‘ammmamwnnﬂ%q*

Yes 1o

No Tailas

3. Is a safety data sheet available? :‘J'Laﬂm'sﬂ’l'agammﬂaaﬂﬁw%"m If Yes, please
attach a copy of safety data sheet #131 lsaunuduunenaisdeyaniwilaoadiy

Yes las

No Tlily

4. Does the specification of product conform to a monograph of pharmacopoeia?
fermuaveninfusidenadostudermunludsemse

If Yes, please spemfy type and version of pharmacopoeia faeanded Tisasey
15z Lﬂ‘V]LLﬁ“’ﬂi\W]WlJW“UENG\'IT!EJ’I

Yes 19

No Taily

. . . . Y o
5. Does the specification of product conform to GPO specification? Y81 MMUATDY
winsuaidenndetuderimuavesesinmsndsnssunie i

Yes 19

No Tl

" . a a [ o ]
6. What is the normal pack size of the product? ﬂuumusi«'gﬂnmawamﬂmmﬁamﬂﬂ

FBBITBENID +wocrs s « smmuss sunisins snmasos atioss FHEY1 awnes vomtns & v ms mx s s wokad §4683A5 ATNSH § SEREE ¥ EASRN HEPEEA IEHY S E8HH5 SUTEHS 28
8. Is a Certificates of Suitability to the monographs of the European Yes 1% No laila
Pharmacopoeia (CEPs) of the product available? HaRSUH L 1USUTD9 CEPs M0 M

If Yes, please attach a copy. 8131 Tdsauuuduin

9.Is an Elemental impurities risk assessment report available? Naeumsysdiv Yes 14 No hila

AYNIAY9YD9 Elemental impurities If Yes, please attach a copy. 618 Tu/saunuduun
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B. INFORMATION OF THE PRODUCT (Cont.)

10. Is the following information available on the label of containers ﬂslla‘uuaiﬂ

Y o
Assie TN Ingeguunanve s sysae:
Yes laf No Tl

Yes 14 No Tuila
Yes 1% No Tuilas
Yes 1o No Tl
Yes 1 No Tlily
Yes 1o No Tuil9
Yes 1o No Tail9
Yes 14 No Tuila

- Material name and/or type #® iaz/v3o Uszianvesingau
- Manufacturer §Han

- Address site of Manufacturer ﬁaf‘iﬂlmﬁmuﬁwﬁﬂ

- Lot/ batch no. jumswan

- Manufacturing date TUNGA

- Retest/expiry date 'Tum@ﬁawgvﬁ'uﬂuﬂmq

- Regulation neiiou

- Safety Information according national safety regulation

EY @ @ I a
deyaniuasasienungaulaenfourena
Yes 1o No il

. 9 v o
- Storage conditions 983a7N1INITIANY

C. QUALITY MANAGEMENT SYSTEM

C1. General Information of quality system

1. Ts there a site master file? ifoyaurumvosaamfinansmie Yes 19 No Tl
2. Is there a quality policy in place? ﬁuivmﬂﬂmmwﬁa"lﬁ Yes la No lils
3. Is there a quality manual? ﬁ@'ﬁaﬂmmww%a"l:i Yes la No luil%
4. Do you use any contract laboratories related to our product(s)? im33193ias 129 Yes 1o No Tuila

a o da & '
HaRSUNNILITUBNS 0 1)
. " 9y A
If Yes, please list the name and address of the contract laboratories 911 Talsauan
uasranazeguesiesfiamsidrdin iz

9 a [l gt
5. Do you use any contract manufacturers related to our product(s)? 13 34KAA Yes 19 No 1uTa
nanfasinziauense il
. Y
If Yes, please list the name and address of the contract manufacturers a1 Tilsa

uanUsYBLAzNBgYRd I s ewEa:

C2. Quality Certification and accreditation

1. Has the company ever been audited by its customers? U3¥niAsgnaAsIvYIziiv Yes la No ity
TssamTaggnAmse lul

. . . ' o ' Y a
If yes, please give example if possible. e Tﬂsmmmm’Jamﬁqnﬂmmmnﬂszmu

2. Is it convenient if GPO will perform an audit at your plant/factory? U3gWeaan Yes 1% No Tailaf
Wesimandwnssuliasandszdulssammie
If Yes, please state the contact person §1a/zaN Tﬂimzué’ﬁaﬂ@iﬂﬁ'z .................




my e Rile my
i’)ﬂﬂﬂﬁmﬁ‘b’ﬂiiu THE GOVERNMENT PHARMACEUTICAL OR@ANi A TON "™

aasiuin FM-AKS80-020 Rev.No.04 |Page 5/8

[

Foriuiin uuvaeunmdmsudnaniagavdiedidny uazansh liladeddy

1 3.8. 64
C2. Quality Certification and accreditation (Cont.)
3. Has the company received its local GMP certification? U3 ldsunssuses Yes 19 No lail4
‘ﬂﬁﬂlﬂm"mlﬁwTD'ﬂ’li‘l’lﬂcluﬂ’]iﬂaﬂ%1ﬂﬂ\3ﬂﬂ1581’ﬁ'liLl.'ﬁ“’El'l/ﬂﬂ'l‘UuiUiﬂﬂﬂlaﬂﬂi“’tﬂﬁ‘ﬂfﬂﬂ
Tsaaunse lu
If Yes, please attach the certificate. &l Tsauunlususes
4, Has the company received any international GMP certification? (e.g. EU, Yes lay No lails
WHO, US FDA or MHRA) i IdSunsusemdninaEiuaz it msia luniswaa
MABIRMIDMISIass VAU Usesensszmavse T
If Yes, please attach the certificate. 8119 Tosauuulususes
5. Has the company received any quality system certification? (e.g. ISO 9000) Yes 1o No il
Uitn lasumssusesszuuganmnie Ty
If yes, please attach the certificate. 8113 Tusauuvlususes
6. Has the company received an environmental certification? (e.g. ISO 14000) Yes las No Tuila

uSEn lasunisSuseunertumssansTwindeunie
If yes, please attach the certificate. 8113 Ta/sauunlususes

7. Has the company/product received a TSE/BSE certification? 134% ld3uns Yes la No ‘laila
$us04 TSE/BSE (U510 15a321) vive 'l
If Yes, please attach a copy. 811} Talsauunduun

8. Has the company received any other certification? 13w 185unsFusesduqen Yes 1o No ‘lila
FRRY
If Yes, please attach the certificate. e Tsauunlususes

9. Has the company in possession of a manufacturing authorization according to Yes la No ‘laila
the respective national law? 138w Id5umisAesueysananamngruiense i

If Yes, please attach the certificate. 811% Talsauuuduun

. PRODUCTION SYSTEM

D.1 Premises and facility

. . . g 2 # { a =2 v a )
1. Approximate size of production site, stated as m” (warehouse included) YUAVBITDTUNNER SIWDIAGITUM 1Ay

< ]
seydluniieaslawes:

2. Do you have a batch numbering system? fiszuumsiivuanuIB@EUTUMITHER Yes las No lila

w3e'll If yes, please explain 818 TUTABTUIE: coooeeeeeereeeeeeeeeeeeeeeeeeeeeeeiiie s

3. Is the product being offered to GPO produced with dedicated equipment? Yes 1% No ‘lils
nanfasiiiauegnnandlonesiiousnamzIsazs wMIHT e I
If No, which products are produced on the same production line as product being

[ a LY ! a a a [ a o P
offered to GPO? 8111 IinAasust lathannandieaemsnanifgInUNaAN M IaUe:
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D.1 Premises and facility (Cont.)

4. Are sensitizing antibiotics (e.g. beta-lactam or Cephalosporin antibiotics) Yes 1% No lls
produced in the same facility? o1/ uzivh¥iRansuiye isu nquuduanua
visenguisvhlamleu gardalu facility ieaturdasusiimueiuseumamie

If Yes, please state the substance (s), attach plant layouts and give a description of
building d115T1/sAszynansasifingalu facility iorfunaziuuimdalssauuas
afuIwe s AU RALAzA T AT

5. Are highly effective products (e.g. Steroids, Hormones, Cytotoxic drugs and Yes 1# No Taila
Veterinary products) manufactured in the same facility? mﬁaaﬂqw%LLN WU TRy
s00d 90§ Tuu ouafivila uasendnudad) gardalu facility Woafusdadosifiaue
SUsRWNAINI® i

If Yes, please state the substance (s), attach plant layouts and give a description of
building 114115 Aszyniasaaiingalu facility Horfunazuuuusudalssnuuaz
T AR LAz UisTias:

D.2 Process and capacity

1. The product is manufactured by nanfnaignnanlag :

® Chemical synthesis MIguns1zinanil Yes 1 No lila
Yes 1o No lailqf

Yes 1o No il

® Fermentation NSHUN

® Others 51!“]: ....................................................................

2. Are there any starting materials of animal or human origin or manufactured by Yes 14 No lails

. v ¥ 9 a v A ad o & A & '
fermentation? 'W]QﬂﬁﬁugﬂﬂﬂﬂIﬂﬂﬂ']ﬁ‘ﬂllﬂﬂi@ﬂﬂu‘]%’]ﬂﬁﬂ?ﬂiﬂﬂu‘ﬂiaqm

3.Is a flow sheet / brief description of the route of synthesis available? NUHURA Yes 1% No Tuilsf
vsemeTueTuUnsUnsFunTIzNansains o lai
If Yes, please attach a copy and please state the starting material. &1l Tseuun

L4

dwuwaz lsassymsasdulumsdansied:

. . a o 7 a 9 t q
4. Are the product manufactured with continuously process? HAANMNYANAAAIY Yes 1% No Tuily
mskARUUABIiD e lal

. . . o w a a o P
5. Production capacity of the product being proposed to GPO N1a3INI5HAAUDINAANUNVITLIAUD:

' a a o od
6.Maximum batch size of the product being proposed to GPO 4U1AFUNITNAAGIZAVYDINAAAUNTNITLAUD

SIZE (RANEE) UHIA (T39): e vvneeeeeeee e ee et e e e et e e e e et e et e e e s e e e e e e e s e e s e e et e ean s e e e eeeneeeaaneeeeneeeene

. i i ' a a a o Il
7.Routine batch size of the product being proposed to GPO ¥u1ajUMsHARUARVBNANA NS NIZIAUD

Size CRANBEI U LTI e s s ommen s amomn  mmen s o mamcs o S § 454554 5 G555 6 A50HER S 3 SE55H 1 K465 ¥ Rewal S35 § s 50
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E. SALE AND CUSTOMER SUPPORT

E.1 General sale information

1. Does the company have sales offices abroad? fdninaueludedsumeavselu Yes 1% No Tailas

If yes, please give the name and country details 8111 Ti/saszyForsvnuasisema:

E.2 Delivery

1. Dose the product generally have available stock? Taea luiinansaaieglunds Yes 1% No Tailaf

vseli

2. What is the average indicative delivery time? s2tz2auR a6 UMITUAHAASUAADITA oo
Yes 14 No Taile

. . » . [} a w X [ ' A
3. Is it possible to shorten delivery time? AMWT0VUAIHAAS I IS ZEZAEUNTIN
fvualanse 'l
If yes, please state conditions §11¢ Tusaszy@oula: oo
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DECLARATION 351924
[ hereby declare that any changes and/or updates in the manufacturing process, material specification and
manufacturing area or site shall be notified to the customer. Fmd1susesnmintimsasuulauas/mse

o a 9 o 4 & 4 a Y, v
ﬂﬁﬂﬂ?ﬁﬂﬁ%ﬂ?ﬂﬂ?ﬁwﬁﬁ UVDATHURA lm%’c’fﬂ'lu‘VVWUVlﬂTﬁWﬁﬂﬂmmﬁgﬂﬂ']“ﬂi']ﬂ
Name ‘?fi):

Position ALIHUY:

[

: < {
Signature and date a10IF WAL TUR:

To be filled by The Government Pharmaceutical Organization: Supplier assessment report

1 & d (Y] a Yy a
ﬁ?uuﬂﬁﬂﬂiﬂﬂﬂﬁﬂmﬁ!ﬂﬁ‘liﬂi‘iu : i]ﬂd]uﬂ]iﬂi%m‘uﬁﬂaﬂ

.................................................... is satisfactory wola/ unsatisfactory TaineTe
Conclusion agﬂwa:
R &D / Quality Assurance Officer: Director of Quality System Development Division:
Name: Narne:
Position: Position:
Sign & date Sign & date




