ITB UKR-HP-2017-42

Procurement of medicines for treatment of children with oncological and oncohematological diseases;
chemotherapeutic agents and support drugs for treatment of cancer patients; medicines for children
with mental and behavioral disorders of autism spectrum; medicines for treatment of patients with

Epidermolysis Bullosa

3aKynKa 1eKapCTBEHHbIX CPeACTB A4 ieueHUn aeTteit 60/1bHbIX OHKO0rMYEeCKUMU U
OHKOremartoJ/iormyeckumm 3aboneBaHMAMMU; XMMUOTEepaneBTUYECKUX CPEeACTB U NOALEPKUBAIOLLUX
NpenaparToB A/ Ie4EHUA OHKOJIOTMYECKUX 60bHbIX; IEKAPCTBEHHDIX CPeACTB ANA AeTel, 60/bHbIX

paccTpoicTBAaMM NCUXMKU M NOBEAEHUA U3 CMIEKTPA ayTU3Ma; JIeKapCTBEHHbIX CPeACTB ANA NALUEHTOB,
60/bHbIX ByNNE3HbIM 3NUAEPMOIU30OM

Questions and answers on the results of pre-bid conference, conducted on July 20, 2017 at UNDP office in
Kyiv
Bonpocbl 1 0TBeTbl N0 pe3yabTaTam npeaBapuUTeIbHOU BCTPeUU No TeHAepy, nposBeaeHHo 20 uona
2017 B nomeweHun opuca NMNPOOH B Kuese

Question
Bonpoc

Answer
Omeem

1 Which option to be chosen, if Product submitted
by the Bidder is fit to multiple quality criteria: both
SRA registered and registered in Ukraine?

Ecnu npodykm, nodasaemslli 3assumesem,
coomeemcmeyem HECKOAbKUM Kpumepusm Mo
Kayecmgy — umeem  peaucmpayuro  SRA
peaucmpayuto, @ Makxe 3apeaucmpuposaH 8
YKkpauHe.

Mo kakol onyuu makol npPOOyKmM moxcem
nodasamecsa Ha mopau?

You can submit your proposals within 4 options of quality
requirements, as per point 2 of Section 3.

Bbl moxceme nodasame c80U MpedsIoHEeHUA 8 PAMKAX
yemeolpex onyuli mpebosaHuli K kKayecmsy npooyKyuu
coznacHo nyHkmy 2. Pasdena 3.

2 If Bidder decides to supply the Products in
international packing, who should approve this?

Ecnu 3assumens npumem peweHue nocmasaame
npoodyKuuo 8 MexOyHapoOHoU ynaKoeke, mo
KMo 0o/mHeH OKOHYames1bHO 3mo ymeepoume.

It should be mentioned in your Proposal, which will be
reviewed as per UNDP procedures. Also, delivery in
original packaging is allowed if importation is made to
UNDP (UNDP is the second Party of the contract.

3mo cnedyem ykazame 8 eawell 3as8Ke, Komopas
bydem paccmompeHa 8 coomeemcmauu ¢ npoyedypamu
MPOOH. Takxce nocmasKka 8 opu2uHAsbHOU yrnakoske
B803MOXHA MO/LKO MPU YyCa08uUu umnopma npooyKyuu
Ha [MTPOOH.

3 Which date should be indicated in the Annex 3,
Certificate of Authorization, if Bid is submitted by
manufacturer’s representative.

Should Lot numbers be mentioned?

Ecnu npednoxceHue nodaem npedcmasumerio
Mpouzsodumens, mo 6 Csudemenscmeae
aemopu3sayuu (MpunoxeHue 3) kakaa oama
YKa3bl8aemcsa U HYyHHO /AU YyKa3bl86amb HoMepa
710mos 8 mesie 0oKymeHma?

Actual date should be indicated at the Certificate of
Authorization (because such Certificate is issued for
certain tender).

Numbers and the names of lots should be indicated in
text body of Certificate of Authorization.

B csudemenscmee asmopusayuu  yKaseleaemcs
¢akmuyeckas dama, (M.K. 3mo nucbmo 8bidaemcs noo
KOHKpemHbili meHoep).

Homepa u HaumeHO8aHUA 10M0O8 HE0OX00UMO YKa3ame
8 mesie 0OKymeHma.

4 Which order of documents should be followed
while submitting the Proposal?

Proposal can be submitted in any document order.




B KaKom ropsAdke cmoums 1o0aeams
OOKYMeHMbI 8 PAMKAX NPednoxeHUa?

Boi moxteme opmuposame Bawe npedaoxiceHue 8
pou360s1bHOM NOPAOKe.

Are financial and technical proposals submitted
together?

duHaHcoBoe U MexHU4YecKkoe npPeodsoMeHuUs
nooaromcsa emecme?

Yes, for such tender modality (ITB) proposals are
submitted together.

Aa, 015 amoli meHdepHol modasnbHOCMU NpedsIoHeHUs
nodaromcs emecme (ITB).

Annex 4 and Annex 5 should be submitted as PDF
(signed) and XLSX?

lpunoxceHue 4 u [lpunoxeHue 5 — HymHO
nodasame Kak PDF (noonucaHHbIl), mak u XLSX?

Yes, both versions should be submitted.

Ja, 06a eapuaHma Heobxo0umo nodasame.

Lots 1-8: there was requirement to submit 2
feedbacks, right now - 3 feedbacks. Is it correct?

mpebosaHue
8 Hacmoawul

J/lom 1-8 — paHee 6bin0
npedocmasume 2 oma3biaa,
mMmomeHm — 3. 3mo 8epHo?

Bidder should submit all documents as per tender
document requirements. As per that requirement, one
feedback from one of three medical institutions
(mentioned at tender document) should be provided.

3assumens OdonaxceH nodaeame 8ce OOKYMeHMbI
€02/1aCHO MpeboB8aHUAM, YKA3AHHbIM 8 MeHOepHOM
dokymeHme. B pamkax amozo mpebosaHuA He0b6xo00uUMOo
npedocmasums O00UH 0M3bl8 C OOHO20 U3 mMmpex
MeOUUUHCKUX y4YpexcdeHull, Komopele YKa3aHul 8
meHOepHOM OOKyMeHme.

For several lots (1-8) there are no prescriptions to
use in pediarty (in other countries).
How to proceed?

[na Hekomopsix somos (1-8) 8 Opyaux cmpaHax
Hem npednucaHus UCnosb308aHUA 8
neduampuyeckoli npakmuke. Kak nocmyname 6
makom cayyae?

Medicines should fully fit requirements as per tender
documentation: The medicine must have formal and
explicit indication for the use in pediatric patients.
Evidence of indication for the use in child patients shall
be provided by the Bidder. In case product(s) does not
have prescription for the use in child patients and/or
instruction for the use include remedial measures that
there is limited experience of use in children, UNDP will
conduct additional verification of clinical effectiveness
and safety of usage for pediatric patients with
oncological diseases in national and international
practice. UNDP reserves the right to require a copy of a
Public Assessment Report and/or a copy of the
monograph in a National Formulary in the country of
registration and/or other evidences of the use of
medicine/s in the treatment of pediatric patients.

nos1IHOCMbHo
30468/1EHHbLIM 8

MeduxkameHmeb! 00/13#CHbI
coomeemcmeosams mpebo8aHuAM,
meHOepHol OOKymeHmayuu:
JlekapcmeeHHoe cpedcmeo 00/13#CHO umemeo
¢hopmanbHoe U YemKoe NMOoKa3aHue 044 NMPUMeHeHUs 8
neouampuyeckoli npakmuke. Y4acCmHUKOM meHOepa
donHbl  b6bIimb  npedocmassaeHbl OoKA3amesnbcmea
nokaszaHull no  ucnone3osaHuro npenapama 044
b6onabHbIX Oemeli. B cayyae, ecau npodykm He umeem
npednucaHull UCnoabL308aHUA 0a8 neduampuyecKux
nayueHmMos U/unu  UHCMPYKuus 074 [puMeHeHus
eK/a04aem  mepbl  IPEOOCMOPOXHOCMU, Komopble
YKa3b18010M HA 02PAHUYEHHbIU onblm rnpumeHeHus 044
demeli, [TIPOOH 6ydem rnposodums O0MNOAHUMESbHYIO
nposepky KAuHu4ecKol agpgpekmusHocmu u
b6e3onacHocmu  uUcnonb308aHuA  npenapama 044
nayueHmMos 0emcKo2o 803pacma C OHKO/A02UYecKUmMuU
3a60s1€8aHUA 8 HAUYUOHAAbHOU U MexOyHapoOHoU
npakmuke. [IPOOH ocmaensem 3a cobol npaso
3ampebosames Konuto Omuyema o0 pe3ynabmamax




2ocyoapcmeeHHol ouyeHKku (Public Assessment Report)
u/unu  Konulo  MoHoepaguu 8  HayuoHaseHOM
opmynsape 8 cmpaHe peaucmpauyuu u/uau opyaue
0oKa3amenbCmea Ucrnoab308aHUS MedukameHma(-os)
0114 neyeHUA Nneduampu4ecKux nayueHmos.

9 What prevails in the process Proposal’'s | Medicines should fully fit requirements as per tender

assessment: documentation.

a) Prescription to use in pediatrics?

b) experience of usage in clinics as per tender

document?

Ymo npuopumemHo npu oueHKe npedsaoxceHuli | MedukameHmol 00/13CHbI MnosHOCMobt0
no somam 1-8: coomeemcmeosams mpebosaHUAM, 30A6/EHHbIM 8
A) noKazaHue npenapama K UCM0/b308AHUN 8 | meHOepHOoUl OoKymeHmayuu.

neduampuyeckoli npakmuke

b) oneim npumeHeHuA 8 epevuUcneHHbIX 8

meHOepHOM OOKYMeHMe KAUHUKAX?

10 | Could Question and Answers received during | No. Only answers, received during that meeting, are
meetings before (for other tenders) be applied to | integral part of the tender documentation.
that tender document (ITB UKR-HP-2017-42)?

MOoxHO nu npumeHAmMs omeemsl Ha 80rnpocel, | Hem. Tonbko omeembl HA 80MpPOCHLI, NOAYYEHHbIE 8
rnosiy4eHHbvle 8 PAMKAX MpedblOyuwux ecmped | pamkax 3amoli ecmpeyu, A68a70mca Heomuvemsaemol
neped nodayeli meHOepHbix npedaoxceHul, K | Yacmeto meHoepHol OoOKyMeHmayuu.

amomy meHOepHomy OokymeHmy (ITB UKR-HP-

2017-42)?

11 | Question regarding Administrative requirements | In Section 5, Bid Submission Form — there is statement
— how UNDP evaluates acceptance of General | regarding acceptance of General Terms and Conditions
Terms and Conditions? by the Bidder.

Bonipoc no admuHucmpamusHsim mpebosaHusam | B pazdesne 5: dopma nodayu meHOepHoU 30598KU — 8 HEM
— Kak [IPOOH oueHusaem npuHAamue obwux | npucymcmeyem MosoxeHUe O coanacuu 3aasumens C
npasusn u nosoxceHul? obwuMu Npasuaamu nodmeeproeHuU npasusl.

12 | Is it enough in Section 4 (Criteria for award and | Yes, it’s enough.
checklist of documents required) to mention only | You should fill the Proposal in a way that submitted as a
links to the Section / point? part of Proposal documents are easy to identify.
JocmamoyHo nau e pas3dene 4 (Kpumepuu | fa, docmamoyHo. Bbl 3anosnHAeme 00KyMeHmM Mmaxkum
npucymoeHua u ce8o0Ka Mo O0OKymMeHmauyuu) | obpazom, ymobel nodasaemole 8 PAMKAX MPEOOHEHUA
npueodumb CCblAKU HA pa3oesn U nyHKmMy 3058KU. | O0OKYMeHMbl MOXHO 6bl/10 e2Ko U0eHmupuyuposame.

13 | Lots announced within the ITB UKR-HP-2017-42, | Yes, it is.
are the ones which no proposals have been
received under or didn’t meet quality criteria as
per previous tender documents?

Jlomesl, 06bAsneHHble 8 pamkax meHOepa ITB | Ja, amo mak.
UKR-HP-2017-42 — makossle, HO Komopele He
6bin10 nosay4yeHo npednoxeHud, nubo
Hecoomsemcmsyoujue No  Kayecmsy o
npedbidywum meHoepam?
14 | What is meant under Minimum 3 years of | Medicines supplies meant under “experience in similar

experience in similar nature and minimum 2
similar contracts fulfilled over the past 3 years?

MuHumym 3 200a oneima pabomei 8 No006HOU
cpepe u MUHUMYM 2 MO0O00BHLIX KOHMpPAKmMa,
8bIMOIHEHHbIX 8 MeYyeHUe NocaeodHuUX 3 7em, Ymo
umeemcs 8 8udy nod 0aHHbIMU mpebosaHuUAMU ?

nature”.
And contracts for supply of similar medicines meant
under “similar contracts”.

Mod nodobHoli cepepoli noHUMaemcs OCMABKA
meduKameHMos.
Mo006HbIG KOHMPAKM — KOHMPAKM HA [10CMAsKy

no0obHbIX Npenapamos.




