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AHAJTI3 CYYACHUX TEHAEHLIN HA
CBITOBOMY PUHKY ®APMALEBTUYHOIO
AYTCOPCUHI'Y

ANALYSIS OF MODERN TRENDS IN
THE GLOBAL PHARMACEUTICAL
OUTSOURCING MARKET

AHoTauig. Bctyn. AytcopciHe HabyBae Bee bBiibLI020 MOLLMpeHHs y apMaLieBT1YHii MpoMMCI0BOCTI 3aBgsiki CBOII 3gaTHOCTI
3MeHLLYBATH BUTPATH. Ha CbO2OGHI PI3BHOMAHITHI ayTCOPCMHR0BI MOC/TY21 OXOMJIIOIOTb YBECh IAHLIIOXKOK CTBOPEHHS JIKAPCbKMX
3aco0iB Big po3pobku go Mpogaxy. ¥ LibOMy KOHTEKCTi 0CO0/IMBO AKTYA/IbHUM CTAE GOCTIgXKEeHHS CY4aCHMUX TeHgeHLil Ha CBi-
TOBOMY PUHKY $aPMALeBTUYHOR0 ayTCOPCHUHRY.

MerTa. []oc/igxeHHs CpsIMOBAaHe HA aHAJN3 Cy4acHMX TeHgeHLiil Ha CBITOBOMY PUHKY papmMaLeBTMYHO20 ayTCOPCUHRY.

Marepianu i metogu. Y poboTi BUKOPUCTAHI QHANITUYHMI TA NOPIBHALHWI MeTOgu gAsl OLiHKM PO3MIpYy CBITOBO20 PUHKY
¢apmaLeBTMyHO20 ayTCOPCHH2Y B3a2ai T M0 Ce2MeHTaM, d TAKOX MeTogu CUCTeMHO20 aHAAI3y gsl BU3HAYeHHS eTaniB 1020
po3BUTKY. OCHOBHUMM G>Kepenamu gaHux € HayKoBi npaLi, CTATUCTUYHI 3BiTV Ta 0215g1 PapMaLieBTMYHOI gisiIbHOCTI B Mepexi
iHTepHer.

Pe3ynbTatu. PO32AIHYTO MPUYUHIN BUHUKHEHHS! AyTCOPCUHRY HA CBITOBOMY apMaLeBTUHHOMY PUHKY. PO3KPUTO CyTHICTb
(apmavLeBTMYHO20 ayTCOPCHHRY 3AeXHO Big CTAGIi KUTTEBO2O LMKy hapMaLieBTUYHOI MpogykLii. BusHayeHo eTanm eBoaiouii
¢apMaLieBTMYHO20 KOHTPAKTHO20 BUPOOHMLTBA. [IPOAHANIB0BAHO 2Py AyTCOPCMH20BUX MOCTAYA/IbHUKIB G/1sl BAPOOHMKIB NiKiB:
KOHTPAKTHI gocnigHuLbki opeanisauii (CRO) Ta KOHTPAKTHI opaaHi3avii 3 po3pobku Ta BupobHuutea (CDMO). BusiBieHo cTane
3pOCTAHHS BUTPAT HA AyTCOPCMHR B GisiIbHOCTI )apMaLeBTUIHUX KOMAAHI y 2014-2023 pokax. Y3aeanbHeHo GakTopy 3poCTaH-
HS1 puHKY CRO. 3'COBAHO pU3NKu KAIHIYHMX BUNPOOYBAHb. BCTAHOBAEHO MPUYMHIM 3pOCTAHHSA pyHKY CDMO. CcTemMaT3oBaHo
Cy4aCHi TeHgeHUii B gibHOCTi CBITOBO20 PUHKY (hapMaLieBTUYHO20 AyTCOPCHHRY: Big TPAH3AKLiFiHUX MOgesieli go CTpaTe2iyHo020
NapTHepCTBA, 3POCTAHHA MOMUTY HA Pe_yNATOPHI NOCYau, IHTe2PALf TeXHOIORIN TA TYYHOR0 IHTeNeKTY, 3UTTA TA NOAMHAHHS.

[MepcnexTvBy. MeTol NoganbLInX GOCAIgKeHb Y LbOMY HANPAMKY MAtOTb CTATK WISIXM aganTauii BITYM3HAHIX BUPOOHMKIB
Nikapcbkmx 3acobiB go Cy4acHMX BUMO2 CBITOBO20 PUHKY PapMaLieBTMHHO20 AyTCOPCUHRY.

Kniodosi cnoBa: papmavieBTMyHMIi ayTCOPCHH2, KOHTPAKTHI gOCAIGHMLbKI 0OpeaHi3avii, KOHTPAKTHI op2aHi3auii 3 po3pobku
Ta BUPOOHULTBA.

Summary. Introduction. Outsourcing is becoming increasingly widespread in the pharmaceutical industry due to its ability
to reduce costs. Today, various outsourcing services cover the entire chain of drug creation from development to sales. In this
context, the study of current trends in the global pharmaceutical outsourcing market is particularly relevant.

Purpose. The study is aimed at analyzing current trends in the global pharmaceutical outsourcing market.
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Materials and methods. The paper uses analytical and comparative methods to assess the size of the global pharmaceutical
outsourcing market in general and by segments, as well as systems analysis methods to determine the stages of its development.
The main sources of data are scientific works, statistical reports and reviews of pharmaceutical activities on the Internet.

Results. The reasons for the emergence of outsourcing in the global pharmaceutical market are considered. The essence of
pharmaceutical outsourcing is revealed depending on the stage of the life cycle of pharmaceutical products. The stages of the
evolution of pharmaceutical contract manufacturing are determined. The groups of outsourcing suppliers for drug manufactur-
ers are analyzed: contract research organizations (CRO) and contract development and manufacturing organizations (CDMO).
A steady increase in outsourcing costs in the activities of pharmaceutical companies in 2014-2023 are identified. The factors
for the growth of the CRO market are summarized. The risks of clinical trials are identified. The reasons for the growth of the
CDMO market are identified. Modern trends in the activity of the global pharmaceutical outsourcing market are systematized:
from transactional models to strategic partnerships, increasing demand for regulatory services, integration of technologies and

artificial intelligence, mergers and acquisitions.

Prospects. The aim of further research in this direction should be ways to adapt domestic drug manufacturers to the modern

requirements of the global pharmaceutical outsourcing market.

Key words: pharmaceutical outsourcing, contract research organizations, contract development and manufacturing orga-

nizations.

OCTAaHOBKA IpobJieMu. AyTcopcrur HabyBae Bce

OLITBITIOrO TIOIITMPEHHA Y (hapMarieBTUUHIH ITPOMIC-
JIOBOCTI 3aBIAKU CBOIH 3MATHOCTI 3SMEHIIIyBATA BUTPATH.
Ha croronni pisHOMaHITHI ayTCOPCUHIOBI IIOCJIYTU 0XO-
TUTIOIOTH YBECh JIAHIIIOKOK CTBOPEHHSA JIIKAPCHKUX 3aC001B
(masmi — JI3) Bif po3po0KHM /10 ITPOIAKY, 30CePEIKYIOUNChH
Ha JocirimKeHHax Ta BupooHuIlrsi. Ilig vac mammemil
COVID-19 ayTtcopcunroBuii hapMarieBTUIHAN CEKTOD
IPOIOBKYBAaB KBITHYTH i1 IPOJIEMOHCTPYBAB CTIHKICTh
10 BAYKKUX €KOHOMIUYHUX yMOB [1]. ¥ iboMy KOHTeKCTI
0COOJIMBO aKTYaJILHUM CTA€ JOCTIIPKEHHA CyJYacHUX
TeHIEeHI[ill Ha CBITOBOMY PUHKY (hapMalieBTUIHOI0
ayTCOPCUHTY.

AnaJjtia ocTaHHIX HOocCTaigKeHb 1 myOJTiKaii.
ITuranu qOCHIKEeHHS qifl yYaCHUKIB PUHKY (ap-
MAaIleBTUUYHOTO0 AyTCOPCUHTY MPUCBAYEHA B OCTAHHE
IeCATUPIYYA BeJIMKA KiJIbKICTb HAYKOBUX ITyOJIiKaIii
SK BITYMSHAHUX, TAK 1 3apyolkHUX mociguaukis. Corif
BIJIBHAYUTU JeAKUX 3 HUX, YUi HAYKOBO-TPAKTUYHI
PO3po0OKYU Oy BUKOPUCTAHI TTiJT Yac poO0TH HaJ i€
crarrero: M. Xomprmatiep [1], M. Hoiuman [1], Tx.
Misrep [2], C. ITonmno [4], X. @our [6], M. Mikysriu [11],

K. ITinui [18], X. Tpius [21], C. Caymnani [22], 3. Bess
[24], O. Ceprienxo [25], K. T'opGyrosa [26].
Bonnouac, HesBarkaruy Ha 3HAYHY KUTBKICTB ITy0JTi-
Kalliii 3 1iei mpobJjieMaTUK, HeJOCTATHLO yBATrU IIPU-
JIIAETHCA CUCTEMHOMY OCJII/IPKEHHIO CBITOBOTO PUHKY
(hapMareBTUYHOT0 ayTCOPCUHTY TA 3aTaIbHUX TPEH/IIB
0T0 PO3BUTKY, AKi 00yMOBJIE€H] TII00QTLHUMU 3MiHAMU.
dopmymioBaHHA wijen crarrti. JocaimxeHHsa
CIIPAMOBAHE Ha aHAaJIi3 CyYacHUX TEHJIEHI[ill Ha CBiTO-
BOMY PUHKY (hapMaIleBTHYHOTO ayTCOPCHUHTY.
Buxnang ocHoBHOTO Marepiary. @apmarieBTiuduHe
KOHTPAaKTHE BUPOOHUIITBO BIlepIie 3'ABuiioca B 1980-x
POKax i JOBrUM Yac MaJio «BUMAKOBUII XapaKTep».
IcuyBasnu pisHi IpUYUHH, 3 AKUX (PapMaIeBTUIHI
(hipMu BUKOPHCTOBYBAIH ITAPATHUKIB: TEXHIUHA HE00-
XIAHICTD, HediluT po6oYol CHIIH, JOLATKOBI 3aMOBJICHHSA
a00 BUPOOHUIITBO MIPOAYKTIB 3 00MEKeHUM TePMiHOM
excrutyarartii. IIpore, 3a KijibKa POKIB KOHTPAKTHI
BUPOOHUKY ITepeHIIN Bifl CTATYCY «BUIIQOKOBUX» II0-
CTauaJIbHUKIB [I0 CTATyCy CTPATEriYHUX ITapTHEPIB,
a ayTCOpCUHT y hapMalrlii IepeTBOPUBCA Ha iHCTPYMEHT
CTpPaTErivHOr0 MEeHemMKMeHTy. ¥ Tabu1. 1 mpeacraBieHa

Tabnuys 1

Eranu eBouronii hapManeBTHYHOr0 KOHTPAKTHOIO BUPOOHHUIITBA

Poxnu Hazsgea

3aBmaHHA IMocayru

1980-1996 pp. Himese,

KOHTPaKTHEe BUPOOHUIITBO

crrerfiasrisoBane | 3ocepemkennsa Ha crerudid- | Jliogimisamia (cybomisaria) abo
HUX 1 CHeIliaJli3oBaHUX OIlepa- | MacoBe HATTOBHEHHSA IIITPUIIIB
iAax

Cepenuna 90-x mo-
garok 2000-x pp.
IITBa HIA

CTBOpEeHHSI KOHTPAKTHOI PO3-|3MEHIIEeHHA KaImTajabHux IH- | CoeriasisoBadi akTUBHA Ta I0C-
poOKHU Ta opraHisallii BUpOGHM- | BECTUIIIN B MOTY:KHOCTI KOMIIa- | BiJT

Kinenp 2000-x —
2010-Ti pp.

3pocTaHHA Ta MacIITa0yBaHHA

Tlomonanua dinancoBoi kpusu | HoBi BupoGHMYI mOTY:KHOCTI
Ta mepexij] 70 BUPOOHUIITBA 0i-
OJIOTTYHMX IIperaparinB

2020-Ti poxu i
Jlo Teriep

IleperBopenHsA

napTHepiB

KOHTPAKTHUX | YIIPABIiHHA BeJIMKUMHU 00cA- | PerymaropHe kKepiBHULITBO, cIie-
opraHisarmiii Ha CTpaTeriyHUWX |TaMU Ta CKJIQJHUMU METOIAMH | I[iajIi30BaHi TEXHOJIOTIT
JIIKyBaHHA

Jrcepenio: cucreMaTn30BaHO aBTOPOM Ha OCHOBI [2—5]
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crcTeMaTHU3alliA eTariB eBoJINi (apMalieBTUIHOT0

KOHTPAKTHOT'0 BUPOOHUIITBA

Ho 80-x pokiB XX cromiTTA hapMaleBTUIHA IPOo-
MICJIOBICTE 00p006JIsijia BeCh JIAHITIOKOK PO3POOKH HO-
BOTO TIPOAYKTY — Bif] JOCTIPKEHHA HOBOI MOJIEKYJIU
oo BupoOHunTea JI3 — Becepenuui kommnanii. CroromgHi
11e BJKe He TaK: ayTcopcepu MIPUCYTHI HA KOMKHIM cTadil
SKATTEBOTO ITUKLY (DapMAIeBTUUHOI IIPOAYKIIii. AyTcop-
CUHT ¥ (hapMalleBTUUHIN TiATLHOCTI CTAaB HEMUHY UMM,
OCKLJIBKU SK 1 B OyIb-AKIH 1HIIII rajysi, 3pernTor, qJisa
(hapmareBTHUYHNX KOMIIaHil TOJI0BHE — €KOHOMIA KO-
ITiB 1 e(eKTUBHICTD. [0CATTH IIHOr0 CHOTOHI B yMOBAX
Pi3KOT0 3POCTAHHA BUTPAT Ha PO3POOKY JIIKIB 6e3 cTo-
POHHBOI IOTIOMOTH JIysKe cKitafaHo. [{o peui, 3a mapaxyH-
KaM" eKcriepTiB, y 2024 poiri BUTpaTH Ha TOCTIKEeHHA
CTAHOBWJIN y CepemHboMy 6,1m3bK0 2,8 mutpm. most. CIITA
Ha HoBuii mpenapar [6—7]. IIo6 36epertu KOHKYPEHTO-
CITIPOMOKHICTh, (DAPMAIEBTUUHUH CEKTOP OyB 3MyIile-
HUU IIePeopieHTyYBaTH CBOO JiAJIBHICTD (Tab1. 2).

HaiiBarkIuBININX ayTCOPCUHIOBUX IIO0CTAYAJILHUKIB
IUIA BUPOOHUKIB JTIIKIB MOYKHA 3HAWTU B TAKUX IPyIIax:
— KOHTpakKTHIi mocyigHuibki opramizamnii (CRO), axi

TaKO0K Ha3UBAIOTh KIIIHIYHUMU HOCTIIHAIIBKIMIA
oprauizamiamu (CROs);

— KOHTPAKTHI OpraHisariii 3 po3po0Ku Ta BUPOOHUIITBA
(CDMO) a60o mpocTo KOHTPAKTHI BUPOOHUYI OpraHi-
zamii (CMO).

Kinnesa mera CDMO/CMO monsarae B miarpumMii dgap-
MAIleBTUYHUX KOMITAHIN Y BUPOOHUIITBI JIIKiB T MACIIITa-
OyBaHHI BUPOOHITYIOr0 MIPOLIECY, 1100 3a6e3reunTy GesIexy,
e(PeKTUBHICTD Ta KOMEPINNHY *KUTTE3MATHICTD IIperapa-
ty. Hatomicts CRO/CROs 1mrparte HaiaBaTui €KCrepTusy

B YIIPaBJIiHHI KJIIHIYHIMY BUITPOGYBAHHAMY Ta TOKJTIHIY-

HUMU TOCTIKeHHAMUA [IJIA TOBeIeHHA 0e3neKu Ta edek-

TUBHOCTI TIperiapary. BoHU CrIpus0Th eTary I0CI i eH-

HA, AKAU € BUPIIIAJIBHUM JJIA OTPUMAHHSA CXBAJIEHHA

PETyJIATOPHUX OPTaHiB Ta BUXOIy HA PUHOK.

Xoua KoKHA OpraHisallis 3ocepeykeHa Ha OIHIN
i3 ux cep, ajie MisK rpymnamMu Bce oHoO € 36iru. Tomy
HEIIPOCTO YITKO PO3PISHUTU Ta PO3MIIUTH ITi IBA PUHKI.

3 2014 o 2023 pik Ha cBiTOBOMY (hapMaIreBTUd-
HOMY PUHKY CIIOCTEpirajiacsa 4iTKa TeHAEeHIiA: BUTpa-
TU Ha BJIaCHi II0CJIyTY 3MEHIIUJINCSA, TOI[i AK BUTpPaTUu
Ha ayTcopcuHT 3poctasiu (puc. 1).

¥ 2014 porri BUTpaTy HA BJIACHI HOCIYTHA CTAHOBUJIA
66,3% Bin 3araJIbHUX BUTPAT HA IIOCJIYTH, 4 Ha ayTcop-
cuar — 33,7%. o 2023 poky yacTKa BIACHUX ITOCIYT
gauswiacA a0 50,7%, a uacTka ayTCOPCUHTY 3pociia
1o 49,3%.

3rigHo 3 ganumu, y 2024 porri ceitopuii puraok CRO/
CROs orriaroBascd y 82 mutp. most. CIIIA ra, sk odiky-
eTbed, mocsarae 139,42 mupa. most. CIITA y 2029 porri
[11], To6To0 8pocTe y 1,8 pasa. Y Tabsi. 3 npencraBieHi
Jimepu poro puHKy y 2024 porri.

3pocrauaa puaky CRO/CROs mpotsarom 6ararsox
POKIB 3yMOBJIEHO HACTYHHUMHU (PAKTOPAMU:

— 3POCTAHHAM IHBECTHUITIH Y JOCTIPKEHHA Ta po3po0-
ku — y 2023 porri 3pociu y 2,2 paza HOpiBHAHO 3
2012 poxom [11];

— 30UIBIIEHHAM KiJIBKOCTI KIIIHIYHUX BUIIPOOYyBaHb —
y 2025 poui 3pocau y 5,4 pasa nopiBHAHO 3 1999
poxowMm [15];

— BaKiHUEHHAM TepMiHy il ITaTeHTIB Ha BiioMi mpe-
naparu [4].

Tabnuuys 2
XapakrepucTauka (hapMameBTUYHOT'O0 Ay TCOPCHHTY
Cragis JKUTTEBOTO
.| IlocrayansHUKH
UKy (hapManeBTUIHOL 3aBmaHHA
(ayTcopcepn)
HPOXYKIIiT

ITouarkoBi eranu mociti- | CRO/CROs /6iorexwo- | [loriomMora y BUABIEHHI ITOTEHIIIMHUX IIpeIapaTiB-KaHIUuIaTIB M-

IJKEHb 1 po3po0oK JIOTIYUHI KOMITaHii XOM Pi3HUX 0i0XIMIUHMX aHAaJIi3iB TA CKPUHIHTIB

Hoxminiuui BunipodyBauusa | CRO/CROs KepyBanua ta rapaHTyBaHHA BiAMOBIZHOCTI yCIM PeryJIATOPHUM
BUMOTraM

Komimiumi BumpobyBauusa CRO/CROs KepyBauusa BunpoOyBanHAMY JIKIB HA JIIOOAX, 301p Ta aHAJII3 JaHUX
IS BUSHAUEHHA e(eKTUBHOCTI Ta 6e3reKu

ITomauusa perynaropaux mo- | CRO/CROs Jomomora y miAroToBIli Ta ITOIaHHI PETyIATOPHUX JOKYMEHTIB

KyMEHTIB

TTicnApuHKOBAN HATIIAL CRO/CROs KoHTpoJsis HA TpeMeT TOBrOCTPOKOBUX HACJIIIKIB

Pozpobka sikiB CDMO/CMO Hormomora 3 po3po6Ko0 JIIKAPCHKUX 3aC00iB-KaHIUIATIB, BKIIIOUA0-
UM ONTUMIBALiI0 aKTUBHUX (hapMmaneBTHUYHUX iHrpemientis (ADI)
Ta JOTIOMIKHUX PEUOBUH

Bupo6uuirrso sikiB CDMO/CMO BupoGuuIirrBo KoMepIiifiHuxX mapTiil BiAIOBIIHO 10 PEKOMEHIALlii
HaJIeKHO1 BUpoOoHMUoi rmpakruku (GMP)

Cucrema mocTaBEM CDMO/CMO Homomora B po3po01ii MeXaHi3MiB JOCTABKHU, TAKUX AK ITepOpasIbHi
TabJeTKy, i1H eKIiNHI ImpermapaTu ato 6i0JI0TiuHI mpermapaTu

Perynaropua migrpuMea CDMO/CMO Homomora y rmogasHHi HOPMATUBHUX JOKYMEHTIB [IJIA 3a0e3IleueHHA
BIITTOBIHOCTI CBITOBMM CTaHIapTaM

Jorcepeno: cknameso aBTopoM Ha ocHOBI [2-5; 8—10]
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Puc. 1. Crpykrypa BuTpar dapMmareBTHUHuX KommaHiit y 2014-2023 pp.*
orcepeno: [11]
* ¥ mocuimpkeHHI B3sAIu yuacThb hapmarieBTruHi Komnanii [liBHiunoi AmMepuku Ta €Bponu

Kpim Toro, ayrcopcunr Ha crajii po3po6ok Ta mo-
CITiKeHD J13 € HaIBayKIMBUM 3 OTJIAAY Ha HASBHICTD
TaKuxX pUsUKiB [4; 16]:

— BHCOKUI PiBEeHb BICIIOBAHHA: JIKIIIE HEBEJINKA YaCTH-
Ha IIpoTrpaM po3po0KU IIperapaTiB CTae CXBAJIEHOIO.
HeBnmaui Ha misHIX CTaIiAX JOPOTro KOIITYIOTh;

— TPHUBAJII TEPMIHU: TUIIOBUH II€P10[ BiJ BITIKPUTTS 0
sarrycky J13 saiimae 8—15 pokiB, 1110 «0OMesKye» KarmTast
Ta Hapaskae IMIPOEKTU Ha HAYKOBI Ta PUHKOBI PUBUKU.

OcraHHiM yacoMm, 3a CBIqUEHHAM €KCIIEPTiB, KJIi-
HiYHI BUOPOOYBAHHA CTAIOTH Aefalli CKIAIHIIITUMU
Ta JOPOKUNMU, OCKLIIBKY OPIEHTOBAHI HA MEHIII, OLJIbIII
crrerrivHI TPYIU HAIiEHTIB, TIOKIATAI0ThCA HA GLITBIIT
Ta PiBHOMAaHITHINI HA00PU JAHUX 1 JOTPUMYIOTHCHA CY-
Bopimux wiobaasaux mpaswi [17]. Ilpu 1ibomy nporso-
3yeThed, 110 10 2032 poky Ha KITiHIYHI BUIPOOYBaHHA
OpUIIagaTrMe HaiOLIbIIa yacTka (hapMalieBTHIHOrO
puHKY — ripubausHo 46% [18].

3permrroro puaok CDMO/CMO cranosus y 2025
pori 258,88 mupn. mosi. CIITA Ta, 3a mporuosamu,
1o 2031 poky mocsarue 734,68 mupn. most. CIIIA i3 ce-
PeaHbOPIYHUM TEeMIIOM 3pocTaHHA 6,33% mpoTarom
2026-2031 pokiB [19]. Ile 3pocTanHA 00yMOBJIEHO
3HAYHUM TOIMUTOM HA ayTCOPCUHT CKJIQJHUX 010J10-
riYHUX MpenapariB Ta 3POCTAHHAM IONYJIAPHOCTI
mraTgopM po3poOKHU IIPOIECiB HA OCHOBI IIITYYHOIO
inTesiexty [19-20].

Ha puc. 2 npepncrasnenuii pefitunar 10 Halikpanmx
CDMO y 2024 porii 3a piBHEM [I0XOY.

OkpiM cTaol TEHIEHIII 10 3POCTAHHA, BCePEIrHI
(hapmareBTUUHOr0 PUHKY ayTCOPCUHTY HAMITHIUCH
TeBHi 3MiHU, 1110 HAOYJIN HOMINUPEHHA B OCTAHHI POKU.
Ii rernennii 6ysiu cucremMarus3oBaHi y Tadsr. 4.

Otixe, HA CHOTOMIHI BeJIMKa (papMarieBTUIHA KOM-
TaHiA Iepeac HA ayTCOPCUHT MaiKe IT0JIOBUHY BCiX
CBOIX JOCJIII;KEHDb 1 PO3POOOK, TOOl AK IJIA HEBEJIUKUX

Tabnuuysa 3
Tomn-10 maiikpamux CRO y 2024 poui
CRO
Ne o/ . _
Hazea IIITa6-xkBapTHPa Pix sacmy Croeniasizanis
BaHHSA
1 IQVIA Hapew, [lisuiuna Kaposrina, CIITA 1982 IToBHMIT KOMILIEKC TOCTIYT
2 ICON Hy6oin, Ipnasgia 1990 IloBHMIT KOMILJIEKC TTOCIIYT
3 Parexel Hgroron, Maccauycerc, CIITA 1982 IToBHU# KOMILIEKC TIOCTYT
4 PPD, part of Thermo | Binmiurrosn, ITliBaiuna Kaposina, CIITA 1985 IToBHMI KOMILIEKC TOCIIYT
Fisher
5 Syneos Health Moppicsisut, I[TiBaiuuaa Kaposina, CIITA 2018 TloBHUIT KOMILJIEKC TTOCTYT
(muAxOM
3JIUTTA)
6 Fortrea Hapew, I[lisaiuna Kaposrina, CIITA 1996 IToBHUI KOMILIEKC TIOCTYT
7 TFS HealthScience JIyun, IIBerria 1996 IToBHMIT KOMILIEKC TOCIYT
8 PSI Iyr, IIBeiiapia 1995 IToBHMIT KOMILJIEKC TOCITYT
9 Ergomed Tinndopn, Benuka Bpurania 1997 IToBHUI KOMILIEKC TIOCTYT
10 WuXi AppTec, Inc ITauxaii, Kuraii 2000 IToBHUi1 criexTp JTa6opaTop-
HUX TIOCJTyT

Jrcepeno: cknameHo aBTopoM Ha ocHOBI [12—14]
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CDMO

Lonza Group, IBeitmapist
Thermo Fisher Scientific, CIIIA
Catalent Pharma Solutions, CIIIA

Samsung Biologics, ITiaenna Kopes
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Puc. 2. Peiirunar 10 naiikpammux CDMO y 2024 poiri 3a piBHEM JOXOIY
Jorcepenio: cknameHo aBTopoM Ha 0cHOBI [21]

HIJIIPHUEMCTB 1A YacTKa MOXKe, 3a IIPOTrHO3aMU, Hali-
OJIKYUM dacoM 301aemmuTucs 0o 100%.

Ha yxpainceroMy (hapMpUHKY ayTCOpPCHHT OisHec-
mporrecis 3’siBuBcA 1ie Ha mouyarky 2000 p. Tomi Bin 6yB
YUMOCh HE3PO3yMIiJIUM JIJIf OIepPaTopiB i TOMy BHUKO-
PUCTOBYBaBCA 0COOJIMBO 00EPEIKHO. 3 POKaMU B Mipy
PO3BUTKY (hapMpPUHKY, KOHKYPEHTHOI 60pOoTH0U #0oro
YJaCHUKIB ayTCOPCUHT cTaB HabyBaTu Bce 01iIbIIO0L 1O~
mysAapHocrti [25].

Ho 2022 poky B YEpaiHi misnau AK BeJuKi dap-
MalleBTUYHI KOMIIaHII 3 BJIaCHUMU JOCIIIHUIIEKUMUA
migposaisiamu (Papmak, Japauiisa, BopiariBeskuii

XP3, 3mopor’s, Opia-Papwm, Iurepxim), Tak i cre-
Iia/Ii30BaHl KOHTPAKTHI JOCIIAHUIIBKI opraHisarii
Ta HAYKOBO-IOCIiAHI IIEHTPHU, AKI CHiBIIPAIIOBAIN
3 BUPOOHUKAMU JIJIA ITPOBEJIEHHA KJIIHIYHUX BUIIPO-
6yBaub (pas I-III), pospobKu Ta TecTyBaHHA HOBUX
JIiKiB 1 6i0aHaJIOriB, 3a0e3euyun JOTPUMAHHA pe-
TYJIATOPHUX BUMOT.

Ha muisaxy mo eBpoinTerpailii BITYUM3BHAHUN ayT-
copcep Mae BIAMOBIAATH €BPOMNEHCHKUM CTaHOAPTAM.
Ho peui y 2022 p. 6ys10 yXBajieHO HOBUI SaKOH YKpaiHu
«IIpo JsrikapchKi 3acobu», y AKOMY 3aKjaageHo 6araTo
HOPM, II[0 HAOJIMIKAITh YKPaiHy 10 Hux [26].

Tabnuuys 4

CyuacHi TeHaeHLii B JiAILHOCTI CBITOBOro pHMHKY (DapMalleBTUYHOI'0 Ay TCOPCHHTY

Hassa

3Mict

daxTryHe HiATBEePIKEeHHA/ IIPOTrHO3

1. | Big TpaHsakiiitHux mo-
Zesiei 10 CTPaTeriuHoro
mapTHepPCTBa

Ilepexin Bifg mpocToi OILJIATH 32 MOCIIY-
TY JI0 TOBIOCTPOKOBUX, CIIJIBHUX ITapT-
HEPCTB 31 CITIJIBHUMY IIJIAMHU MO0 1H-
HOBAIlil Ta 6e3IeKu.

IQVI — Novartis, Merck;

ICON plc — Pfizer, Bristol Myers Squibb;
Parexel — GlaxoSmithKline, AstraZeneca; Syneos
Health — Johnson & Johnson

2. 3pocTaHHA TIOMUTY
Ha peryJATOpHi I10-
CIIyTH

KoHcynpranTy 3 TUTaHb PEryI0OBAHHA
HaAI0Th IOCJIYTH 3 0(OPMIIEHHA 3ad-
BOK, 3MEHIIYIOUYN ITOTEHIIIHI 3aTpuM-
k1 a0 BIIXWJIEHHS, IO IIOJIETIIYE BU-
Xi/1 Ha Pi3HIi €BPOINENChKI PUHKU.

3a mporHo3aMu, PUHOK ayTCOPCUHTY (apmarie-
BTUYHHUX PeTYJIATOPHUX IHUTaHb 3pocre y 2032
poui mopiBHAHO 3 2022 porom Oinblne HiXK y 2
pasu —3 7 mo 15 mutpp. moJt.

3. | Imrerpairisa TexHosIOTII
Ta MITYYHOr0 iHTEJIEKTY

3HauHi iHBeCTUIlI B INTYyYHWH iHTe-
JIEKT, aBTOMATH3allil0 Ta AaHAIITHKY
OaHWX [JAd ONTHMIi3allii oIepariii,
ONITUMIi3allii JOCIiIKeHb Ta PO3POOOK,
a TaKO0K MepCcoHAaJTi3allii MEqUITMHM.

IIporHosyerbcs, 1m0 iHBECTHUINT y IITYYHUH iHTE-
JIeKT y (hapMareBTUYHiN cepi 3poCcTyTh IIPUOIH3-
Ho 3 1,9 mutpa. most. CIIIA y 2025 pormi go moHap
16 muipg. mosr. CIIIA mo 2034 poky, ToOTO Maitxke
y 9 pasis.

4. | 3auTTA TA NONIMHAHHA

Benuki kommaHil KymyroTh crieriasii-
30BaHMUX IOCTAYaIBLHUKIB, 1106 ITPOIIO-
HYBaTH CBOIM KJIIEHTAM KOMILJIEKCHI
pilIeHHs.

e Syneos Health mpun6ana npuBaTHUM iHBECTH-
HiHUM KOHCOPIIiyMOM 3a 7 MLJIbAP/IiB I0JIapiB
CIITIA y BepecHi 2023 poky

e Fortrea mpomama Labcorp y 2023 porti, moBepraro-
uuch 10 ¢BoiX KopeHiB Covance, ropsy 3 IOAATb-
muM mpopakeM Endpoints

o Parexel mpun6ana EQT ta Goldman Sachs y 2021
porti

Jorcepeno: cknameHo aBTopoM Ha ocHOBI [18; 22-24]
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BHCHOBKH i mepCeKTUBH MOJAIBIINX JOCJIi-
IK€eHb. TakuM YMHOM, ayTCOPCUHT CTA€ HA CHOTOHI
HaATpUHHATHINIOW GopMoI0 opraxisarii gapmare-
BTUYHOTO 0i3HECY 3 OIJIAAY Ha MOoro BUTPATHICTh T PU-
3uKoBaHicTh. CBITOBUIT PUHOK (hapMAII€BTUUHOIO ayT-
COPCUHTY MOCTYTOBO 3MIHIOETHCA HE JIUIIE KUTBKICHO,
a i AkicHO: (hapMAalleBTUYHI KOMIIAHII IIePeX0aATh BiJl
TPaH3aKI[ITHUX 10 TOBTOCTPOKOBUX CTPATETIUHUX TTaPT-

JI0 TIePeJTiKY KJIACUYHUX IIOCJIYT, [0 HAIal0ThCA ayT-
copcepaMu, OCTAHHIM 4acoM Ha HiATBEePI KeHHA Iepe-
BAYKHO 1HHOBALIIHOI CIIPAMOBAHOCTI (hapMaIleBTHUYHOIO
OizHeCY JofaIHCs IIe M peryaaTUBHI (QyHKITII.

Mertoro moaIbIInX qOCITIIPKEHD Y [bOMY HATTPAMEY
MAaloTh CTATU MLUIAXY agallTallil BITYN3HAHNX BUPOOHU-
KiB JIIKAPCHKUX 3aC00iB J0 Cy4aCHUX BUMOT CBITOBOTO
PUHKY (papMaIeBTUUHOTO Ay TCOPCUHTY.

HEPCTB 3 KOHTPAKTHUMH oprauizariamu. [Ipu npomy

JIiteparypa

1. Holtmeyer M., Deutschmann M. The pursuit of speed, quality, and cost effectiveness in pharmaceuticals. IQVIA. Jul
25, 2023. URL: https://www.investec.com/advisory/outsourced-pharma-services-ma-report/ (nara ssepuenss: 02.01.2026).

2. Miller J. Contract manufacturing through the years. Biopharm International. 2017. 30(7). P. 12-13. URL: https:/www.
researchgate.net/publication/318776688_Contract_manufacturing_through_the_years (nara ssepuenns: 04.01.2026).

3. Mendpara N. The Evolution of Pharma Contract Manufacturing. LinkedIn. August 24, 2025. URL: https://www.
linkedin.com/pulse/evolution-pharma-contract-manufacturing-nilesh-mendpara-yotkc (nara ssepuenns: 04.01.2026).

4. Ponlot S. The rise of pharmaceutical outsourcing. Flexmag. 2016. Ne 10. URL: https://www.technoflex.net/en/news/
flexmag/flexmag-10/the-rise-of-pharmaceutical-outsourcing/ (mara ssepuenss: 06.01.2026).

5. Kshitij Ch. Pharmaceutical outsourcing trends and key drivers: How can pharma companies strategically engage
global outsourcing? LinkedIn. Mar 28, 2023. URL: https://www.linkedin.com/pulse/pharmaceutical-outsourcing-trends-
key-drivers-how-can-chaudhary (nara ssepuenns: 06.01.2026).

6. @our X. AHaJ1i3 pUHKY Ta TeHIEHIIi# y (papmaneBTuuHiil ranysi. Jarsking. Bep. 30, 2024. URL: https://www.jarsking.
com/uk (mara ssepuennsa: 10.01.2026).

7. Mulcahy A, Rennane S, Schwam D, Dickerson R, Baker L, Shetty K. Use of clinical trial characteristics to estimate
costs of new drug development. JAMA Netw Open. 2025 Jan 2; 8(1): €2453275. doi: 10.1001/jamanetworkopen.2024.53275.

8. Pomenameuiu O. C., 36oposcrka T. B. dKurreBnii nuks (papmaiieBTuaHO1 IPoayKIlii. Papmayesmuuna eHyukaionedis.
URL: https://www.pharmencyclopedia.com.ua/article/1633/zhittyevij-cikl-farmacevtichnoi-produkcii (mara sBepuenus:
06.01.2026).

9. The Role of CROs in Drug Development. Novotech. March 24, 2025. URL: https://novotech-cro.com/fag/role-cros-
drug-development (nara ssepuenss: 06.01.2026).

10. What is a CDMO vs. a CRO? Understanding their roles in drug development. Piramal: pharma solutions. Aug
01, 2025. URL: https://www.piramalpharmasolutions.com/resources/blogs/cdmo-vs-cro-roles-in-drug-development/ (mara
3BepHeHHA: 06.01.2026).

11. Mikulic M. Global pharmaceutical outsourcing — statistics & facts. Statista. Dec 17, 2025. URL: https://www.statis-
ta.com/topics/11575/outsourcing-in-the-pharmaceutical-industry/#topicOverview (mara ssepuennsa: 06.01.2026).

12. Top 50 Clinical Research Organizations CROs Worldwide Complete 2025 Directory. Clinical Research Training
& Certification. Jun 3, 2025. URL: https://ccrps.org/clinical-research-blog/top-50-clinical-research-organizations-cros-
worldwide-complete-2025-directory (nara ssepuenss: 06.01.2026).

13. Savlovschi T. Top 10 CROs to watch in 2025. Proclinical. Mar 31, 2025. URL: https://www.proclinical.com/
blogs/2025-3/top-10-cros-to-watch-in-2025 (mara sBepuenss: 06.01.2026).

14. Martin E. 17 Clinical Research Organizations (CRO) in 2023. Clara Health. URL: https://guides.clarahealth.com/
top-clinical-research-organizations// (nara ssepuennsa: 06.01.2026).

15. Number of clinical trials by year, country, WHO region and income group (1999-2025). WHO. URL:
https://https://www.who.int/observatories/global-observatory-on-health-research-and-development/monitoring/number-
of-clinical-trials-by-year-country-who-region-and-income-group/ (nara ssepuennsa: 06.01.2026).

16. Is R&D a waste of money for pharmaceutical companies?. Quora. URL: https://https://www.quora.com/Is-R-D-a-
waste-of-money-for-pharmaceutical-companies (nara ssepuenus: 06.01.2026).

17. Beaney A. The biggest challenges clinical trials will face in 2025. Clinical trials arena. January 17, 2025. URL:
https://www.clinicaltrialsarena.com/features/clinical-trials-challenges-expect-2025/ (nara ssepuenss: 06.01.2026).

18. Peachey C. Outsourcing regulatory activities in pharma. European Pharmaceutical Review. 3 January 2024.
URL: https://www.europeanpharmaceuticalreview.com/article/188483/outsourcing-regulatory-activities-in-pharma/ (mara
3BepHeHHA: 06.01.2026).

19. Pharmaceutical Contract Development And Manufacturing Organization (CDMO) Market Size & Share Analysis —
Growth Trends and Forecast (2026—2031). Mordor Intelligence. URL: https://www.mordorintelligence.com/industry-reports/
pharmaceutical-contract-development-and-manufacturing-organization-cdmo-market (mara ssepuennsa: 06.01.2026).

83



// MiskHapofiHUi1 HayKOBUM XXypHan «IHTepHayka».
// ISSN 2520-2294 (print), ISSN 2709-5444 (online) // Cepia: «<ExoHomiuHi Hayku» // N2 1 (105), 1 1., 2026

20. Bhushan P. Contract Development and Manufacturing Organization (CDMO) Market Size, Share & Industry
Analysis, By Service (CMO [API Manufacturing, Finished Product Manufacturing {Solid Dosage Forms, Injectables, and
Others}, and Packaging] ontrols (CMC), Preclinical Service, and Discovery}, Clinical {Phase 1, Phase 2, Phase 3, and
Phase 4}, Laboratory Service, and Others]), and Regional Forecast, 2026—2034. Fortune Business Insights. December
29, 2025. URL: https://www.fortunebusinessinsights.com/contract-development-and-manufacturing-organization-cdmo-
outsourcing-market-102502 (mara ssepuenns: 07.01.2026).

21. Trinh H. Top 10 CDMO ranking based on sales revenue and operation. OncoDaily. Sep 14, 2024. URL: https://on-
codaily.com/blog/140962 (mara sBepuenus: 08.01.2026).

22. Sawlani S., Moss G. What’s driving pharma outsourcing in 2025 and beyond? ECI. 07/04/2025. URL: https://www.
ecipartners.com/news-and-insights/insights/2025/what-is-driving-pharma-outsourcing#:~:text=The%20pharma%20out-
sourcing%20industry%20is%20experiencing%20significant, providers%20to%20sell%20in%20the%20current%20market.
(mara sBepuenHsa: 06.01.2026).

23. Wright T. CDMO Industry Trends 2025. CONTRACT pharma. URL: https://www.contractpharma.com/cdmo-
industry-trends-2025/ (mata sBepuenna: 06.01.2026).

24. Bevz R. Pharma trends for 2026 and beyond. Avenga. Dec. 19, 2025. URL: https://www.avenga.com/magazine/
pharmaceutical-industry-trends/ (nara seepuenns: 06.01.2026).

25. Cepruenro O. @apMarieBTHUECKUN ayTCOPCUHT 0-yKpauHcku. Anmerxa. 2013. Ne 11 (882). URL: http://www.apteka.
ua/article/215277 (nara sBepuenus: 11.01.2026).

26. Topbynosa K. Tpaucdopmarisa ¢papMareBTUUHOrO CEKTOPY YKpPaATHU A0 €BPOIeicbKoro puHKy. Anmerka. 2024. Ne 43
(1464). URL: http://https://www.apteka.ua/article/705992 (mara ssepuenns: 11.01.2026).

References

1. Holtmeyer M., Deutschmann M. The pursuit of speed, quality, and cost effectiveness in pharmaceuticals. IQVIA. Jul
25, 2023. URL: https://www.investec.com/advisory/outsourced-pharma-services-ma-report/ (data zvernennia: 02.01.2026).

2. Miller J. Contract manufacturing through the years. Biopharm International. 2017. 30(7). P. 12-13. URL:
https://www.researchgate.net/publication/318776688_Contract_manufacturing_through_the_years

3. Mendpara N. The Evolution of Pharma Contract Manufacturing. LinkedIn. August 24, 2025. URL: https://www.
linkedin.com/pulse/evolution-pharma-contract-manufacturing-nilesh-mendpara-yotke

4. Ponlot S. The rise of pharmaceutical outsourcing. Flexmag. 2016. Ne 10. URL: https://www.technoflex.net/en/news/
flexmag/flexmag-10/the-rise-of-pharmaceutical-outsourcing/

5. Kshitij Ch. Pharmaceutical outsourcing trends and key drivers: How can pharma companies strategically engage
global outsourcing? LinkedIn. Mar 28, 2023. URL: https://www.linkedin.com/pulse/pharmaceutical-outsourcing-trends-
key-drivers-how-can-chaudhary

6. Fonh Kh. Analiz rynku ta tendentsii u farmatsevtychnii haluzi. Jarsking. Ver. 30, 2024. URL: https://www.jarsking.com/uk

7. Mulcahy A, Rennane S, Schwam D, Dickerson R, Baker L, Shetty K. Use of clinical trial characteristics to estimate
costs of new drug development. JAMA Netw Open. 2025 Jan 2; 8(1): e2453275. doi: 10.1001/jamanetworkopen.2024.53275.

8. Romelashvyly O.S., Zborovska T.V. Zhyttievyi tsykl farmatsevtychnoi produktsii. Farmatsevtychna entsyklopediia.
URL: https://www.pharmencyclopedia.com.ua/article/1633/zhittyevij-cikl-farmacevtichnoi-produkeii

9. The Role of CROs in Drug Development. Novotech. March 24, 2025. URL: https://novotech-cro.com/faqg/role-cros-
drug-development

10. What is a CDMO vs. a CRO? Understanding their roles in drug developmen. Piramal: pharma solutions. Aug 01,
2025. URL: https://www.piramalpharmasolutions.com/resources/blogs/cdmo-vs-cro-roles-in-drug-development/

11. Mikulic M. Global pharmaceutical outsourcing — statistics & facts. Statista. Dec 17, 2025. URL: https://www.statis-
ta.com/topics/11575/outsourcing-in-the-pharmaceutical-industry/#topicOverview

12. Top 50 Clinical Research Organizations CROs Worldwide Complete 2025 Directory. Clinical Research Training
& Certification. Jun 3, 2025. URL: https://ccrps.org/clinical-research-blog/top-50-clinical-research-organizations-cros-
worldwide-complete-2025-directory

13. Savlovschi T. Top 10 CROs to watch in 2025. Proclinical. Mar 31, 2025. URL: https://www.proclinical.com/
blogs/2025-3/top-10-cros-to-watch-in-2025

14. Martin E. 17 Clinical Research Organizations (CRO) in 2023. Clara Health. URL: https://guides.clarahealth.com/
top-clinical-research-organizations//

15. Number of clinical trials by year, country, WHO region and income group (1999-2025). WHO. URL:
https:// https://www.who.int/observatories/global-observatory-on-health-research-and-development/monitoring/number-
of-clinical-trials-by-year-country-who-region-and-income-group.

16. Is R&D a waste of money for pharmaceutical companies?. Quora. URL: https:// https://www.quora.com/Is-R-D-a-
waste-of-money-for-pharmaceutical-companies

17. Beaney A. The biggest challenges clinical trials will face in 2025. Clinical trials arena. January 17, 2025. URL:
https://www.clinicaltrialsarena.com/features/clinical-trials-challenges-expect-2025/

84



// International scientific journal «Internauka».
Series: «<Economic sciences» // N2 1 (105), vol. 1, 2026 // 1ISSN 2520-2294 (print), ISSN 2709-5444 (online) //

18. Peachey C. Outsourcing regulatory activities in pharma. European Pharmaceutical Review. 3 January 2024. URL:
https://www.europeanpharmaceuticalreview.com/article/188483/outsourcing-regulatory-activities-in-pharma/

19. Pharmaceutical Contract Development And Manufacturing Organization (CDMO) Market Size & Share Analy-
sis — Growth Trends and Forecast (2026—2031). Mordor Intelligence. URL: https://www.mordorintelligence.com/industry-
reports/pharmaceutical-contract-development-and-manufacturing-organization-cdmo-market

20. Bhushan P. Contract Development and Manufacturing Organization (CDMO) Market Size, Share & Industry
Analysis, By Service (CMO [API Manufacturing, Finished Product Manufacturing {Solid Dosage Forms, Injectables, and
Others}, and Packaging] ontrols (CMC), Preclinical Service, and Discovery}, Clinical {Phase 1, Phase 2, Phase 3, and
Phase 4}, Laboratory Service, and Others]), and Regional Forecast, 2026-2034. Fortune Business Insights. December
29, 2025. URL: https://www.fortunebusinessinsights.com/contract-development-and-manufacturing-organization-cdmo-
outsourcing-market-102502

21. Trinh H. Top 10 CDMO ranking based on sales revenue and operation. OncoDaily. Sep 14, 2024. URL: https://on-
codaily.com/blog/140962

22. Sawlani S., Moss G. Whats driving pharma outsourcing in 2025 and beyond?. ECI. 07/04/2025. URL: https:/www.
ecipartners.com/news-and-insights/insights/2025/what-is-driving-pharma-outsourcing#:~: text=The%20pharma%20out-
sourcing%20industry%20is%20experiencing%20significant, providers%20t0%20sell%20in%20the%20current%20market.

23. Wright T. CDMO Industry Trends 2025. CONTRACT pharma. URL: https://www.contractpharma.com/cdmo-
industry-trends-2025/

24. Bevz R. Pharma trends for 2026 and beyond. Avenga. Dec. 19, 2025. URL: https:/www.avenga.com/magazine/
pharmaceutical-industry-trends/

25. Serhyenko O. Farmatsevtycheskyi autsorsynh po-ukraynsky. Apteka. 2013. Ne 11 (882). URL: http:// www.apteka.
ua/article/215277

26. Horbunova K. Transformatsiia farmatsevtychnoho sektoru Ukrainy do yevropeiskoho rynku. Apteka. 2024. Ne 43
(1464). URL: http://https://www.apteka.ua/article/705992

85



