o AEPIKIIKCITYKBA | y
AEPKABHA CJIVIKBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHLKINA OBJACTI

npacnert Banepis Jlobanoscskoro, ST, m. Kitis; 03110, tes/thake: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua https://wwiw.dls.gov.ua, Kog CAPTIOY 37078774

) BACHOBOK
HPO AKICTH BBe3eHOro B YKpaiHy JdikapesKoro 3aco6y
01.12.2022 e '50965/22/10
PEMECTHIL

(rafisenysaris AikapebRero 3006y 3riato 3 PECCTPALLTHUM TTOCH eI M}
po3unt aas iv'ekuiii, 0,1 mr/sa, no 2 ma e amnyai; 0o 5 aMiyJd y KapToHHii ynakosui
(opsta pimycky, A03yBanus, B MKy BRIN AIKAPCSKOTO 3tcndy)

Homep peectpanifisoro nocsinueuns UA/9801/01/01 crpor gif peecrpauiiinoro mocsimuenns 01.01 2099
Cepis nikapcekora sacody Ne U12701C Kinbkiers BBeseroro nikapeskoro sacofy S50

BupoGrik _@Deppinr-Jleunsa, a.c., Yechra Pecuy6iika |
{(waiimestysaHns BHpoBHNKY AiKapeekoro 3ac00y, Kpaita noxoLsent)

-Baeseno s ¥kpaiuy Cniasae yKpaiHcbKo-CTOHCHKE MANPHEMETBO ¥ hopmi
TOBapHETBAa 3 obMexeHol0 BianoBiaaALRICTIO "Ontiva-®apm,
JITH", igent. woa: 21642228

{naiimedynanmsa ta xoz 3a EJPTIOY opimusoi ocody 860 npizmnue, iv's, no Bathkoni
(piznurol ccodir - mianpesty, W aicne npoxusanss ta pecerpantiymii Hoaep ofitixosol
RAPTEI MNATHIKR HOAATKID 260 cepin 1a HOMOp Nacriopra)

TIpoToRoN BisyANEHOEG Koutpomo six 01.12.2022 N 3155/3.

da  pesymLTaTaMi  HEPHABHOTO KONTPOJIO BCTAHORACHO, (0 JNKAPCEKNN 34¢i6. BBE36HO 8 Yipainy 3
AOTPHMAHHAM 311MOr 3aKOHORABCTEA OO 3aBE3MENLHET TKOCTE i KapchKHX 3aco0iB.
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CepTrudixaT BIIIO BITHOCTI

HaiimenyBaHHS JIIKapCEHEKOI0 3aC 00y Homep cepil rOTOBOTO NMPOIYKTY
PEMECTHII o U12701C
Kpaina-mmooprep Kox mpoaykty
Yxpaina B 15001300007
Homep peecTpalliifHOro MOCBITYeHHI B YKpaiHi

UA/9801/01/01

{[JTikapcrka popma

Po3uuH njis 10’ €Ki~

 |Cama ot/ {o3yBaHHA
|TEPJOIIPECHH 0,1mr/1ma
|Bimmosimanpamii 3a ceprrdikamio Ta
BUIIYCK CePpIi:
®eppinr-Jeuynsa, a.c.,
K Pubniky 475, 252 42, /I:xeceHine B
IIpasi, Yecorka PecnyOJrika

CTopIHKa

Po3Mip IMakyBaHHA (TUII IIEPBUHHOI YIIAKOBKW/BMICT)
SmT X2 Ma/amnyJja
Homep ninensii Ha BupoGHAImBO |/lata 3aKinaeHHs
sukls168113/2021 TEpMIHY IPUTATHOCTL
Cepmudikar BigmoBigHocTi GMP /| UepBens 2024
Pedepenmamii Homep EudraGMP:
149318, 146869 :

TR Pm—— —

[TpOIYKT: Homep cepii n bulk _ Kog nponykTty
PEMECTMUII po34yus Ajd iH’ €RIN
BupoOHUK:

3eHTIBA K.C.

U12701 - 5006300001
Homep nimen3ii Ha BupoOHMIITBO: [/aTa BUpOOHUIITBA:

sukls21245/2022 Jnnenn 2022
Ceptudikar BizmoBimaoctTi GMP /|
Pedepenmmit Homep EudraGMP: |
133505

HOMep Tilen3ii Ha BI/Ip06HPIIl’IBO
sukls168113/2021
Cepmudikar BigmoBigHocTi GMP
Pedpepenmamii Homep EudraGMP:
146869

Y kabGeaoBuH, 130
102 37 para 10, Toani Mexoaymnu,
Yecbka PecnyOirika

BiImmoBimanbHuiA 3a BTOpUHHE HaKyBaHH;I
®eppinr-Jeynsa a.c.,

Ke CkaJje 455, 252 42 Becren y Ilparn
(apean cooJu. ELLL a.c.) Yecbka
Pecuy0Jtika

Po3Mip cepil: 999 ynmakoBok

JLO3BLJI HA BHILYCK Ce pli:

[im 4 3aCB1)1quo 0 HaBejlieHa BMIIEe H(@OpMaLil € HOCTOBIPHOIO Ta TOYHOK. Lo cepuo
'_Hpoz[yKuu Oy0 BUPOOJIEHO, BKJIIOYAIOYM HaI{yBaHHH/MapKyBaHHH Ta MPOBEHEHO KOHIPOJb il
AKOCTI HAa BUWINe3a3HadyeHil MUIBHWMII V NOBHIM BimmoBimpocTi 3 BuMoramm GMP,

BCTAHOBJICHUMH MICIIEBYM PEryIATOPHIM OPraHoM, a TAKOXK BIIMOBITHO IO CICHM(IKAIINA, IO
MICTITHCS Y PEECTPAIIMHOMY HOCKE KpaiHu- mnopTepa

[IpoTokonu BHpOOHMIITBA, IIAKyBaHHA Ta aHAIBRIB OyJI0 MOEPEryiTHyTO Ta BCTAHOBJIECHO
B1IIOBIAHICTE: GMP.

CepTu(hikoBaHo: ID Cepmudikarii:  J{ata cepmdikari: Cratyc cepTudikarii
SIna XepHoBa 209435 27 Bepecus 2022 Ceprudikosano
YnosHOBa:xkeHa 0co0a

Oeppiar-Jleunsa a.c.

K Pubunixy 475

252 42 JIxecenine B IIpazi, Yecbka PecnyOiiika

CHTOM BJIACHOPYYHOI'O m):[rmcy Ta
"""" SKEHOIO Ha ITUIIIWC aHHS.

Jlara apyxy: 27/09/2022 13:01:53
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(BupoOHUK:
I3eHTIBA K.C.

(102 37 IIpara 10, Joani Mexoaynu, Yecrka Pecmy0iiixa

| MexaHMHI JOMIIIKA:
| HEBHOUMI1YaCTKU

| 3% epIIIPECHHY Ha XpOMarorpaMi CTAHAAPTHOIO PO3YHHY

Ceprudikat anamsy

Ne cepii m bulk:
U12701
Po3moin
Cepnens 2022

1IpOayKT:
PEMECTHII
JlaTta BUpOOHUITBA
04 JInoas 2022

JlaTa 3aKiHIECHHSA TCPMIHY IPUTATHOCTI:
Yeppenn 2024

JTikapcrka hopma

Po349uH A5 1H’ €KUM

Cuma i/ Jo3yBanHs Po3mip makyBaHHS (THI IIEPBUHHOI YIIAKOBKW/BMICT)
TEPJIIIPECHUH 0,1 mr/1 ma SmT X2 MJ/ aMmiyJia

Homep minen3ii Ha BUPOOHMIITBO
Sukls21245/2022

Y kaOeaoBuu, 130

Prrok: PNY 83-17-20/INT

Croemudikama: Q-3.2.P.5.1 Cunenudikanis(i)-8510;Bepcisn.2.0

3asiBa: 3aTBEPKIACHO
HoMep aHAJITHYHOI'O IDOTOKOJIV: 43545

BunpodyBanus MeTon Bumoru cnenugixami
BUIIPOOYB aHHS]

bakTepiaibHi Crp.D. ImerTH(IKaI 30 BHIIHBOTO CEPTUPIKATY .
€HI0TO KCHA

PesynbTar

- N YT —
ITEST

~ bakrepianpHi <10 EO/mun.
- €EHIOTOKCHUHU

HoMep aHaITHIHOTO NPOTOKOIY: 47

BanpoGyBass MeToa

O e posmmy,mo | Cop®. | -
- BUOOOyBaeThca 3 1 _
_aMIIyJIH -

JHaueHHA pH po3uuny Crp.D. _

MexaHIgH1 JOM IIIKH ; < 6000 gacTOK/ KOHTEHHED
HEBUIIMM19aCTKU |
po3Mipom=> 10 MxMm

PesyabTar

Bimmorinae

2.1 M

3,8

CTCPIEHUH

71 qacToK/
KOHTEHHED

CBp.D. 1 gacTka/

KOHTEHHEP

< 600 gacTOK/ KOHTCHHED '

posmipoM=>25MEM |
BMmicT Hatpo xiiopuay | Meton
Geppiar

8,6 —9,4 MI/MIT 8,9 MI/MT

: HOMep AHAJITHAYHOIO IPOTOKOJIY: 47408

PesyabTar

MeToxa _ Bumoru cnenmugikanii
BHIIPOOYB AaHHS

Yac yrprvyBanass T2 ¢ OpMa 0 CHOBHOIO ITika Ha
Xp OMaTOTPaMi1 IO CIIHKY BAHOTO PO3YMHY IIOBHHECH
[BIOIIOBIIATH Yacy YTPUMYBaHHS Ta (DOPMIITIKA

—— |

(£2%).
0,095 -0,106 mr/Mmn

0,098 M1/Mm1

Cropinka 2 13 3 Hara mpyxky: 27/09/2022 13:01:53



[lponyxr:
E JIisuHBa3oIpecHH

' (dGS _Gly 19' Gly 2,Gly 3-

| - Des-1,2-Gly-
| Teprimpecum

| - Des-1-Gly-repminpecun [ Metox®eppinr

No cei’i m bulk:
U12701

PEMECTHII

< ME3K1 BUSIBJIC HHSI

Meto 1 @eppiar |

TePJIIPECHH)

< ME3X1 KUILKICHOTO
BU3HAY CHHS

0,1%

Metog®epplHr

- D-Gln-tepmnopecuH+ MeTton DeppIiar < M€Kl BUSIBJICHH S
[D-Cys4] Tepmipecus
|Gly 12-OH]-Kucsota

TEPIIPECUHY

e e " S—
miep reprinpecuy | Mewn®eppin

by np-sgka mapBinyameHa | Meton®eppidar
OITHIY HA TOM IIIKA

Nerondsppi

- Cepmudikosano: ID Cepmadikarmii:  Jlata cepmdikati: Cratyc cepadikarrii
MapkeTa 3enickosa 208098 25 Cepnus 2022 CeprHudikoBaHo

< MEX1 KUIbKICHOTO
. BU3HAYCHHSI

Meto o DeppiHrT

BUKOHAHMM VIIOBHOBaXKEHOIO 0C0000 ab00 0Cc00010, YIOBHOBAXKEHOIO Ha IIIIIICaHH.
CropasxHICTh rapantyetsca ID Cepmudikarti.

Cropinka 3 13 3 Hara apyxy: 27/09/2022 13:01:53
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Global name of Pharmaceutical product: ;_
| REMESTYP .
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| UKRAINE

Marfie‘ting Autﬁorisétiaﬂ qubef o

| UAJ9801/01/01 ‘

Pharmaceutical do'sagé form

| _solution for injection

Strength / Dosage

| TERLIPRESSIN 0.1 mg/1mi _

Batch certification and release:

| Ferring-Leciva, a.8. .

| K Rybniku 475, 252 42, Jesenice u Prahy, Czech
| Republic

| Component(s)
Product

REMESTYP solution for injection

Manufacturer:

Zentiva k.s.

| U kabelovny 130

{ 10237 Prague 10, Dolni Mecholupy, Czech
Republic

- Decondary Packager:
| Ferring-Leciva, a.s.
i Ke Skale 455, 252 42 Vestec u Prahy (areal

spol. ECP, a.s.) Czech Republic
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| Manufacturing Authorisation Number:

| sukls21245/2022

| Cortificate of GMP Compliance/ EudraGMP
| Reference Number: 133505

sukis168113/2021 o
| Certificate of GMP Compliance / EudraGMP
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Batch. Mo.
U12701C

| Article No.
| 5001300007

- Package size

{EXpiry date
iJune 2024

- Manufacturing Authorization Number:
sukls188113/2021

- Certificate of GMP Compliance / EudraGMP
Heference Number: 148318, 146369

| Batch. No. in-bulk  |Article No.
| U12701

| 5006300001

P July [ 2022

- Manutacturing Authorization Number:

e T T L L L T L L L N A R PN P

Batch Quantity: 9898 units packed

-
- AT R i i A el s . R O O L e I L Ol i R R e B, Pl . ¥ gy i - T e g s ::I:I
L)

--------------

Release:

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging / Iabeiing aﬁd_ quality control af the above mentioned site(s) in full compliance with the GMP requirements of the

| local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country.

The batch processing. packaging and analysis records were reviewed and found to be in compliance with GMP.

209435

Certified on: Certification status

‘ja“a Hernova 27-8ep-2022 Certified

| Qualified Person

| Ferring-Leciva, a.s.

| K Rybniku 475

1252 42 Jesenice u Prahy, Czech Republic

| The electronic authorisation is the legally binding equivalent of a hand-written signature and done by Qualified

 Person or person authorised for signature. Authenti guaranteed by the Certificatonip,

.......
-------




Global name of Pharmaceutical product: I Batch. No. in-bulk Page
| pEMESTYD 12701 , ; .

Production date Dispositioned on Expiry date |
04 July 2022

Pharmacsutical dosage form
solution for iniection

TERLIPRESSIN O.img/im_ i 5pcsx2mi/ampoule
Manufacturer authorization number
Zentiva ks, sukls21245/20

102 37 Prague 10, Doini
Markel: PHY 83-17-20/INT

| CTD-Number:  {3-3.2.P.5.1 gﬁeﬁﬁﬁgsaﬁaf‘%{s}*ﬁﬁ’iB: : _
Disposition Statement: Approved
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Specificaion @ Resu

iBacterial endotoxing Ph. Eur. Fxternal certificate identification ERZ22-0480 |TEST
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Test-Method ~ Specification '

\ppearance Ph. Eur. Clear and colourless solution wit
meachanical impurilies.

0 mi

oul complies

{Extractable volume of solution
in 1 ampoule -

4 ]

Actual acidity of injection h. Eur. 3. !
solution i

Sterility “Ur. tarile sterile f

AN

Particulate contamination: Ph. Eur, 8000 particles/container 71 particles/container
subvisible particles 2 10um .

ur. < 800 particles/

Particulate contamination:
subvisible particles 2 25um

container - 1 particles/container

jSodium chioride content ~ Ferring method 8.6 - 9.4 mg/m ' 8.9 mg/ml
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pecification ~~~ ~~~~~ Resu

Test-Method

+

dentificglientHReQQ Ferring method Retention time and peak shape of main~ proved
__ - peak correspond to that of Terliprassin
reference (£ 2 %).
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Global name of Pharmaceutical product: ‘Batch. No. in bulk
REMESTYP e | ut2701

Assay tertipressin, free base  Ferring method  0.095 - 0.106 mg/ml - 0.098 mg/ml

|Lysinvasopressin (des-Gly1 Ferring method <0.10 % < LOD
,Gly2,Gly3-terlipressin}

|des-Gly1,Gly2-terlipressin Ferring method <05 % <LOQ
Ides-Gly1-terlipressin Ferring method <0.5 % 01 %

D-Gln-terlipressin+[D-Cys4]- Ferring method < 0.5 % <LOD
[terlipressin

[Gly12-OH]-terlipressin acid Ferring method <05% < LOQ
[Glu7]-Terlipressin Ferring method <04 % < LOD
[Ac-Gly1]-terlipressin Ferring method £07% 02 Y%

Dimer-Terlipressin Ferring method <05% < LOD
[individual)

Any other single impurity Ferring method ~ <0.4 % 01 %

Sum of impurities | Ferringmethod 3% - 0%

Certified by: Certification 1D: Certified on: Certification status
Marketa Zeniskova 208098 25-Aug-2022 Certified

The electronic authorisation is the legally binding equivalent of a hand-written signature and done by Qualified
Person or person authorised for signature. Authenticity is guaranteed by the Certification ID.
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