JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHUIBCHKII OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKOro 3acody

30.03.2026 Ne 14100/26/10

MIHIPUH

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
Tabaerkn no 0,1 mr; no 30 Tabuaerok y duiaxoni; nmo 1 (pyiakony B KapTOHHIN ynakosmi

(dhopma BHNyCKY, H03yBaHHA, BAJ| IAKYBaHHS JIIKapCHKOro 3aco0y)

Howmep peecrpauiitnoro nocsigaerns UA/16236/01/01 ctpoxk nii peectpauiitnoro nocsiguenns 01.01.2099

Cepis nikapcskoro 3acoby Ne Y13153N KibKicTh BBe3€HOro JiKapcskoro 3acoby 28
BupoGHuK ®eppinr I'm6X, Himeuunna
(naliMeHyBaHHA BHpOOHHKA JIiKapchKkoro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Ykpainy CriibHe yKpaiHChKO-€CTOHChKe MiPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BinnosinaasnicTio "OnriMa-®apm, JITA", inenr. xon:
21642228

(naiimenyBanns Ta kof 3a €JIPTIOY ropuananoi ocobu abo npiseuime, im'a, no 6aTekoBi (izuyHOT
ocobH - minpremns, i Miclle NpoKHUBaHHSA Ta peecTpaniiiHuii Homep 00IiKOBOT KapTKH MIIATHHKA
nofarkis abo cepid Ta HOMep nacropra)

Iporoxoa sizyansuoro kourposo Bix 30.03.2026 Ne 0795/6.

3a pe3ynbTaTaMH JIepKABHOTO KOHTPONIO BCTaHOBJIEHO, IO JiKapchkwii 3aci®6 BBeseHo B VYkpainy 3
AOTPHMAHHAM BHMOT 3aKOHO/IABCTBA IO/10 3a0€3MEUCHHS AKOCTi JTIIKAPCHKHX 3aC00iB.

Onera CPROMEHEKO

fAHOHEPONIO) (minkc) {imigiany T NpianHiLe)

TRIAL MODE - a valid license will remove this message. See

ds property of this POF for maore information.



PHARMACEUTICALS

CeprudikaT Ha cepilo roTOBOro JiKapehbKOro 3acoly
eppinr [M6X, Bitnany 11, 24109, Kins, Himeuyuna

Ha3ea npoaykuii:

Cepis:

NECMOTIPECHH rabneticn nio 0,1 mr 30 wrr (Jikapebkuit 3aci6)

Y13153N

Buyrpiwniii nomep npoxyxkuii

KiabkicTs ynakopok B cepii

Jdara supobuuursa

[pupaTnuii po:

2001052347

576

13/03/2025

29/02/2028

Kpaiua-imnoprep

Homep peectpauilinoro nocsiguenns

JlokajibHAa TOProBa Ha3Ba

Ykpaiua

UA/16236/01/01

MIHIPUH raGaerkn no 0,1 mr

Haszsa npoaykuil Eran Binnosiaajmna BHpoonnga Cepis Jara Fpuaarnmii
BHPOOUHUTBA It STHTE: BHpoOOHIUTBA | /10
®eppinr Tnrepreint Cenrep
CA, Yemin je na Beprorunaycas
. N 50, 1162, Cau-ITpe

JEECMOIPECHH ' g

B Ten Bropunue . .

rabsnerici no 0,1 Mr ot Jhiueusist Ha BUPOSHHLTRO:

30 urr (Jlikapeninii Ay BaHE :-CH- . 3 | Y13153N

3aci6)( | MIAE-CH-511100-102721423 13/03/2025 29/02/2028
Cepruixar BianosigHocTi
GMP: 167904
Deppinr Inrepuewn Cenrep
CA, Yemin nie aa Beproruaycas
50, 1162, Can-Ipe

JEECMOITPECHH | BupoGunirso T - o

ra6nerin o 0,1 Mr | gasucy iLieH3ist Ha BUPOOHHITBRO: 14158

(6a) MIAE-CH-511100-102721423 13/03/2025 12/03/2028
Cepruepixar Binmosianocri
GMP: 167904

MakyBanbui maTepiann

Bua nakyBaibHOro Matepiany

Homep nakysansHoro marepiany

Kapronna ynakoska 2007057916
Eruxerxa 2008054736
lucrpykuis 2009055524

Vi gath B UbOMY JOKYMEHT] BUP@XKEHO B HHCAOBOMY (popMaTi AeHb-Micath-pik (an/mm/pppp)-
Posapyxosano 25/02/2025 B 16:50:21 (Llenrpansuocsponeicbinii yac).

B bie v srunt D9 £905 48 Z/




PHARMACEUTICALS

Ceprugikat Ha cepilo roToBoro JikapcbKoro 3acody

GOeppinr 'MOX, Bitnaua 11, 24109, Kine, HiMeuuuua

Ha3ssa npoaykuii:

Cepin:

JAECMOITPECHH rabunerkn no 0,1 mr 30 mr (Jlikapehkuit 3aci6)

Y13153N

Buyrpimniit nomep npoaykuit | Kiabkicts ynakobok B cepii

Jara Bupodunursa

Mpuaatunii go:

2001052347 576

13/03/2025

29/02/2028

Komenrap:
BupoGuuya Jinsuuil, Bianosigansia 3a BUMyck cepii roToBoro Jlikapchkoroe 3acoby:
Geppinr 'mOX, Bitnaun 11, 24109 Kins, Himeuunna

Jliuensis na supo6uuurso No: DE_SH_01_MIA 2025 0012

HBIT (GMP) ceprudicar Ne : DE_SH_01_GMP_2025_0037

Pedepenrunit nomep ceprudicary HBIT (GMP) ua caitti EUDRAGMP: 180411
BupoGuuua jinsiika, sxa signosijzae 3a supobuunTso Ganky:

Oeppinr lnrepuemnn Cenrep CA,

Uemin ge na Beproruaycas 50,

1162, Can-Ipe, Llipeiitapis

3asnBa npo ceprudikanito

Llum 9 3acBigdylo, mo Bei erany BUPOOHMITBA wi€l cepil rOTOBOTO JHKAPCLKOrO 3acofy, BKIIOUAIOUH
naKyBaHHA/MAPKYBAHHS Ta KOHTPOAL AKOCTI Ha BUINE3asHAuCHil Hinsuui (-ux) sailicueni y uosnii
Bianosignocti fo BuMor GMP, BeraHoBICHUME MiCHEBUM perysTopHum opranom €C, a TakoXK BiAIOBIAHO
Jlo cneundikaniif, 1o MiCTITLCA Y peecTpaifiHoMy A0Che KpaiHU-iMIopTepa.

Ceprudixkonano: ID Ceprudikary: Aara Ceprudirary:

Kopuenis Xoexn

Yiosnosaxena Ocoba
Komuanis 1014331 25/02/2026
Geppinr IMOX
Birtnang 11
24109 Kinb
Himeuunna
EnexTponnnii nignue ¢ 10pnannio 0608’ 13K0BHM CKBIBAICHTOM BIACHOPYUHOTO MIAMICY TA HAKAAAACTLCA KBANi(ikoBanoIo
0c06010 260 0c00010, YNOBHOBAKEHOIO Ha MIJUTHC. ABTEHTHUHICTL FapanTyeThes ceprudikaronm 1D,

Yei pqatu B 1boMy JHOKYMEHTI BUP@OKEHO B UHCAOBOMY PopMaTi AeHb-Micaib-pix (L/Mm/pppp).
Posapyxosano 25/02/2025 B 16:50:21 (Ilenrpansuoespornieiichkuii uac).
232



CEPTHDIKAT AHAJII3Y

[Mponyxr:

MIHIPUH TadneTkn

Homep cepif in bulk:
Y11533

Jara BupoGHUUTBa:
13 G6epesns 2025

Jlikapceka dopma
TabaeTkn

Cuna nii/pozyBaHus

Hecmonpecuny auetar 0.1 mr/ 1 wr

Po3mip yrakoBku (THI NEPBUHHOT
YNaKOBKH/BMiCT)
x I wr

Bupobnunk

Meppinr InTeprewna Cenrep CA,

Yemin ae na Beproruaycas 50, 1162, Can-Ilpe, Llpeiinapis

Jliuensist Ha BUPOOHUUTBO:
MIAE-CH-511100-102721423

CTA womep: Q-3.2.P.5.1 Specification(s)-5648 Ver.1.0

Crp. 1/2

BunpoGysanus MeTton Bumory cuenndikauii PesyabTar
BunpoGyBanHs
Onuc Bizyanbua Bina, opannua onyiia TabaeTka 3 puckoIo. Binmosijac
OLLHKa Tuchenusam «0.1».
Inentudikauis PX Yac yrpuMyBans rixa ACCMOTPECHHY Ha Bignosijac
(necmonpecuny) XPOMATOrpami AOCHIJUKYBAHOIO PO3UMITY NOBUHEH
BIANOBLAATH Hacy yTPHMYBaHHS BIANOBIAHOTO Mika
HA XpOMATOrpamMi CTaHfapTHOrO PO3HHHY
laentudikanis THIX Yac yrpuMyBanus misMi Ha XpoMarorpami spaska | Bianosinae
(recmonpecuuy) BiNOBIA€E yacy YTPUMYBAHHS MUIIMHU 1a
XpoMaTorpami cranaapry
Bmict necmonpecuny | PX 0,085 — 0,095 mr/rabnerxy 0,087
OCHOBH
Baict pecmonpecuny | PX/1 95,0-107,0 % 97,3
ocHoBH/l1
InenTudivosani
RPOAYKTH PO3KAANY:
|Glu*]desmopressin PX <0,7% < MEHILE vacy
+[Gly*-OH] YIPUMYBaHHs
desmopressin (LRT)
Mpa(O)desmopressin | PX <0,7% < MeHue yacy
(Oxidation product 3) YTPUMYBaHHS
(LRT)
Byas-aki PX <0,7% < MeHIe vacy
HecnennpikoBani yTpUMyBaHHs
NPOAYKTH POKIALY (LRT)
Cyma pomimok PX <2,0% < MeHue uacy
yTPUMYBaHHA
(LRT)
OanopinuicTs PX 10 ojmunis: 3.5
A030BAHNX OAHHHUL Kpurepiit npuidnsraocti cranosurs < L1 =150
30 oAMHHIL:
PX Kpurepiii npuitusraocri cranosuts < L1 = 15,05
BincyTHi oguuuui 3 BMicrom < (1-L2* 0,01)M /
abo > (1+ L2 *0,01)M, L2=250
BmicT Boan Kynonomerp. | <7 % 6
THTPOBAHHS
Mara ppyk: 11/09/2025 Crop 132




Ceprudixar ananizy

cepeaoBuule

[TpomykT: Howmep cepii in bulk: Crp. 2/2
MIHIPHUH Ttabserkn Y11533
Po3sunuenns Jlonacrua miumainka/ He meuwe 75 % (Q) Bin 3assaeHoi kinbocTi
PX uepes 30 xsunmu (signosiano po ¢ .CIUA nor, | -
BU.)
J}ormc*rua Minranka/ Eran S1: 6 omiih N——
PX Komua ogununs ve meiue Q + 5% i
Jlonacrua Mimanka/ Cepejiiie apuMeTHUHE 3HAUCHHSA HC MEHIIE 84 %
PX Q+5%
Eran S2: 12 oauuun -
Cepenpe snauenss 12 opqunuus (S1+ S2)
nopisuioc abo Ginbiie 3a Q
i oaHa oauuuns He Menma3a Q- 15% -
3aragpie uncio |Mixpodionoriune
aepobuux KinbKicHe < 10M3 KYO/r 10
MiKpoopranismis | BUpoOyRaHHs
aranbue wneno | MikpoGionoriune < 10M2 KYO/r <10
ApIKAXRIB Ta KinbKicHe
naicHABN BUIIPOOYBaHHS
Escherichia coli | CesickruBie noxuBHe | BiCyTHiCT B I T BiACYTHS

Lim st 3acBiguylo, o eTany BUpoOHHLTEA BIANOBIAAIOTE TEXHIUHIN yroai 3 sikocTi | npoBeaeHi y MoBHIH
BignosigHocTi 3 BUMoramu Hanexuoi Bupobuuuoi [Npaxrnku (GMP) €C i onucanuMu B yromi ans

3abe3neueHHs BIAMOBIAHOCTI BHUMOraM peecTpalifiHMX MaTepiani, sKi

ceprHdikauii Ta BUIMycKy cepii.

[TiaTBepmKeHo:

Canaa Yoy 52386

Geppiur Inrepuetnn Cenrep CA,
1162, Can-Tpe, LLselinapis

1D Hrrpeasetng

HajaHi BUPOOHHKY Auist
Hara | lirseseii Craryc
08 rpasus 2025 [MiaTBepaixeHo

Fackrponmiuit nianue ¢ opminaint o0oB’ 93K0BHM CKBIBAICHTOM RAACHOPYHHOTO METHCY 1 A0

OV TH RUKOHAHITT  YIIOBHORAKCHOKO

GCOBOI0

aco  0codO.  YIOBHOBAKCHOIO 13

Hpasamsicrs aokymenty rapasrycersest D Thzrseparen,

Hi,"l,illl(.fllHHﬁL

Hara apyx: 1 1/09/2025

Crop. 232




PHARMACEUTICALS

Batch Certificate

Ferring GmbH, Wittland 11, 24109 Kiel, Germany

Product Description:

Batch Number:

Desmopressin 0.1mg tablet 30pcs (Medicinal Product)

Y13153N

Material No.

Number of Units Certified:

Manufacture Date

Expiration Date:

2001052347

576

13/03/2025

29/02/2028

Importing Country

Marketing Authorisation No (NDA/BLA for US)

Local Tradename

Ukraine UA/16236/01/01 MINIRIN tablets 0.1 mg
. - Manufacturing Manufacture :
Material Description Brocass Manufacturer Info Batch No. Date Expiry Date
Ferring International Center
SA. Y13153N 13/03/2025 29/02/2028
Chemin de la Vergognausaz
: 50
Desmopressin 0.1mg Secondary 1162 Saint Prex
tablet 30pcs PAEERI
(Medicinal Product) ging MIAE-
MIA/Licence: CH-511100-1027
21423
GMP: 167904
Ferring International Center
S.A. Y13153 13/03/2025 12/03/2028
Chemin de la Vergognausaz
50
Desmopressin 0.1mg Bulk Product 1162 Saint Prex
tablet (Bulk) Manufacturing MIAE-
MIA/Licence: CH-511100-1027
21423
GMP: 167904
Packaging Materials
Type of Materials Material Number
Carton 2007057916
Label 2008054736
Leaflet 2009055524
All dates on this document are expressed in the numeric format of Day-Month-Year (dd/mm/yyyy). 10f2

Printed on 25/02/2026 at 16:50:21 (CET).




Batch Certificate

PHARMACEUTICALS Ferring GmbH, Wittland 11, 24109 Kiel, Germany
Product Description: Batch Number:
Desmopressin 0.1mg tablet 30pcs (Medicinal Product) Y13153N
Material No. Number of Units Certified: Manufacture Date Expiration Date:
2001052347 576 13/03/2025 29/02/2028
Comment:

Finished Product Batch Releasing Site: FGmbH, Wittland 11, 24109 Kiel, Germany
MIA Number: DE_SH_01_MIA_2025_0012

GMP certificate number: DE_SH_01_GMP_2025_0037

Certificate of GMP Compliance/EudraGMP Reference Number: 180411

Bulk manufacturer:

Ferring International Center S.A.
Chemin de la Vergognausaz 50
1162 Saint Prex

Switzerland

Certification Statement

| hereby certify that all the manufacturing stages of this batch of finished product, including packaging/labelling and quality
control at the above mentioned site(s), have been carried out in full compliance with the GMP requirements of the EU and with
the respective specifications described in the Marketing Authorization of the importing country.

Certified By: Certification ID: Certification Date:

Cornelia Hoehne

Qualified Person/Authorised Person

Company 1014331 25/02/2026
Ferring GmbH

Wittland 11
24109 Kiel
Germany

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

All dates on this document are expressed in the numeric format of Day-Month-Year (dd/mm/yyyy). 2 0f2

Printed on 25/02/2026 at 16:50:21 (CET).




PHARMACEUTICALS

e

Product;

FAINIRIN  tablat

Batch. No. Page
Y11533 112

Production date

13 March 2025

Pharmaceutical dosage form

tablet

Strength  / Dosage

Pack size (prim pack type / content )

DESMOPRESSIN ACETATE 0.1 mg /1 pes x 1 pes
Manufacturer Manufacturing authorization number
Ferring International Center SA
-CH- -1 4
CH-1162, ST-PREX, Switzerland MPAECH-511100:402¢21423
\
CTDNumber.  Q-3.2.P.5.1 Specification(s)-5648 Ver.1.0
Disposition Statement: Approved
Test Test-Method Specification Result
Description Visual inspection  White, oval, convex tablet with a single Conforms
score. Engraving. "0.1”
ldentification (desmopressin) HPLC Retention time of main peak Conforms
corresponds to that of standard.
Identification (desmopressin) TLC Retention time of sample spot Conforms
corresponds to that of standard.
Assay (desmopressin free HPLC 0.085 - 0.095 mg/tablet 0.087
base)
Assay (desmopressin free HPLC /1 95.0-107.0% 97.3
base) /1
[Gly9OH]-, [Glud]}- HPLC S07% <= LRT
Desmopressin
Mpa(Q)desmopressin HPLC <0.7% <= LRT
(Oxidation product 3)
Any unspecified degradation HPLC $0.7% <= LRT
product
Sum of impurities HPLC £2.0% <= |RT
Uniformity of dosage unit HPLC 10 units: 35
by content uniformity Acceptance value is s L1=15.0
(desmopressin free base)
HPLC 30 units: {
Acceptance value is £ L1=15.0, and
No individual content of the dosage unit
is < (1-L2*0.01)M or > (1+L.2*0.01)M,
[.2=25.0
Water content Coulometric 7% 6
titration

Page 1 of 2 Print Date: 11/08/2025



Product: Batch. No. Page
MINIRIN tablet Y11533 212
Dissolution Paddle, HPLC Q = 75 % of label claim within 30 min, -

(acceptance plan according to
USP curr.Ed)

Paddle, HPLC Stage $1: 6 units Conforms
84%
Each unit is not less than Q+ § %.
Mean value is not less than Q+ 5 %
Paddle, HPLC Stage $2: /
Average of 12 units (81 + 82)
is equal to or greater than Q
Paddle. HPLC and no unitis less than Q - 15 % /
Total agrobic microbial count fdicrobial <1073 CFU/g 10
Enumeration Test
Total combined yeasts/mould Microbial <1072 CFU/g <10
count Enumeration Test
Selective media Absence in 1g Absent

Specified micro-organisms (E.
coli}

Confirmed By:
Sanaa Chouk

Ferring International Center
SA

CH-1162, ST-PREX,
Switzerland

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

Confirmation |D:

52386

Confirmed On:
08-May-2025

Person or person authorised for signature Authenticity is guaranteed by the Confirmation 1D.

Confirmation Status
Confirmed

.

Page 2 of 2

Print Date: 11/09/2025



JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €EAPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKoro 3acody

25.02.2026 Ne 7413/26/10

MIHIPUH

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
Tabaerkn no 0,1 mr; no 30 Tabuaerok y duiaxoni; nmo 1 (pyiakony B KapTOHHIN ynakosmi

(dopma BumycKy, 103yBaHH:, BAJ TAKYBAHHS JIIKapCchKOro 3aco0y)

Howmep peecrpauiitnoro nocsigaerns UA/16236/01/01 ctpoxk nii peectpauiitnoro nocsiguenns 01.01.2099

Cepis nikapcskoro 3acoby Ne Y12637L KibKicTh BBe3€HOr0 JiKapcskoro 3acoby 72
BupoGHuK ®eppinr I'm6X, Himeuunna
(naliMeHyBaHHA BHpOOHHKA JIiKapchKkoro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CriibHe yKpaiHChKO-€CTOHChKe MiPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BinnosinaasnicTio "OnriMa-®apm, JITA", inenr. xon:
21642228

(natimenyBanHs Ta koJ 3a €/[PTIOY ropuamanoi ocodu abo npissume, iM'a, no HaTekoBi (izmarOT
ocobH - minpremns, i Miclle NpoKHUBaHHSA Ta peecTpaliiinuii Homep 001iKoBOT KapTKH MJIaTHHKA
nofarkis abo cepid Ta HOMep nacropra)

Iporoxou Bisyansunoro xonrpouao six 19.02.2026 Ne 0389/6.

3a pesyipTaTaMM JIEPKABHOTO KOHTPONIO BCTAHOBJIGHO, N0 JHKapcekwit 3acib BeeseHO B YkpaiHy 3
AOTPHMAHHAM BHMOT 3aKOHO/IABCTBA IO/10 3a0€3MEUCHHS AKOCTi JTIIKAPCHKHX 3aC00iB.

—,
g : . "-.,. _— -_,-* =
B.o. ngdamsunka covuln- S, | i Oubra EPHOMEHKO
Illllh.-ii.'I-.H"iLﬂ DRt .,ip..‘.h.‘i} .‘g.l:'pm.-ihmré_r ROH TR ) (nimne) (Feaidgiani Ta npiaaimne)
A 2 ez |
MM & /)
g_‘_" i ‘____,-r

TRIAL MODE - a valid license will remove this message. See ¢ of this POF for more infarmation.




PHARMACEUTICALS

CeprudikaT Ha cepiio roToBoro JikapebKoro 3acoby
®eppinr I'm6X, Bitnang 11, 24109, Kins, Himeuunna

Haszsa npoaykuii:

Cepisn:

JIECMOTIPECUH rta6netku no 0,1 mr 30 wr (JlikapcbKuii 3aci6)

Y12637L

BuyTpituniii HoMep npoxyKuii

KinpKicTb ynakoBok B cepii

JlaTa BHpOOHHUTBA IpuaaTHui 10

2001052347

186

03/03/2025 29/02/2028

Kpaina-imnoprep

Homep peecTpauiiiHoro noceiueHHs

JlokaabHa TOProBa Haspa

VYkpaina

UA/16236/01/01

MIHIPUH ta6nerku no 0,1 Mr

Hazga npoaykuii Eran BianosiaanbHa BUpOOHHUA Cepist Jara IMpuaaTHHiA
BUPOOHHLTBA JiTTbHHU LS BHPOOHMLITBA | 1O
eppinr [aTepHewHn CeHrep
CA, Yemin ne na Beproruayca3s
50, 1162, Can-T]
JECMOITPECHH | e
TabneTku no 0,1 Mr n;(())?:;::ﬂ JliueHsis Ha BUPOOHHLITBO:
30 wr (Jlikapcbkui -CH- - Y12637L
3aci6)( PCLKH MIAE-CH-511100-102721423 03/03/2025 29/02/2028
Ceprudikar BianosinHocTi
GMP: 167904
Meppinr Iureprewnn Cenrep
CA, Yemin ne na Beproruayca3s
50, 1162, Can-Tlpe
JECMOIIPECHUH | BupoGHUUTBO e ; & .
TaGnetkn 0 0,1 Mr | Ganky jueHsis Ha BUPOOHHULITBO: V12637
(Ga) MIAE-CH-511100-102721423 03/03/2025 02/03/2028
Ceptudikar BiamnosiaHocTi
GMP: 167904

MakysanbHi maTepianu

By nakyBanbHOroO MaTepiaiy Homep nakyBajbHOTO MaTepiajy
KapToHHa ynakoBKa 2007057916
Etukerka 2008054736
[HCTpyKUis 2009055524

Vi gati B [bOMY AOKYMEHTI BUP@XKEHO B HHUCIOBOMY dopmati AeHb-MicAUb-PiK (na/mMM/pppp)-
Posapykosato 09/12/2025 B 08:38:54 (LlentpanbHoeBponeiicbkiii qac).

b (e & 0FF7
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PHARMACEUTICALS

Ceprudikar nHa cepilo rorooro JIIKAPCLKOro 3acoly
®eppinr 'm6X, Bitnana 11, 24109, Kine, Himeyuuna

Hasea npoaykuii: Cepis:

AECMOITPECHH ra6netku no 0,1 mr 30 wr (Jlikapcbkuit 3aci6) Y12637L

BuyTtpiwmnii Homep npoaykuii | Kinbkicrs ynakoBok B cepii | JlaTa BupoGuuutsa | Ipuaatuuii no:

2001052347 186 03/03/2025 29/02/2028

Komenrap:
Bupo6Guuua inbuuus, Bignoeinansua 3a BUIYCK cepii roToBOro J1ikapcbkoro 3acoby:
Deppinr 'M6X

Jliuensis Ha Bupo6HULTRBO N DE_SH_01_MIA_2021 0020

HBIT (GMP) ceprudikar Ne : DE_SH_01_GMP_2024 0042
Bupo6uuua ninsuka, sixa Binnosigac 3a BUPOOHHMUTBO Gasky: deppinr Inreprerurn Cenrep CA

3asiBa npo ceprudikauiro

Hum s 3acBiguyro, wo Bei ertanu BUPOOHHULTBA Wi€l cepii roToBoro nikapcbkoro 3acofy, BKIOUAIOUM
NMaKyBaHHA/MapKyBaHHA Ta KOHTPOAb AKOCTI Ha BUILE3a3HAYEH] Ainsuui (-1X) 3pificHeni y nosuii
BiAnMoBiAHOCTI 10 BUMOr GMP, BCTaHOBNEHUMY MICLIEBHM PErysTopHuM opraiom €C, a Takox BIIMOBIAHO
no cneumdikauii, wo mictaTees y peecTpauiiiHoMy f0cke KpaiHu-iMmoprepa.

Ceptudixosano: ID Ceptudixary: Hata Ceprudirary:

Xalto Bonnepr

YnosHoBaxena Ocoba
Komnaris 1011873 09/12/2025
Deppinr 'm6X
Bitnang 11
24109 Kinp
HimMeuuuna
Enexrponnuit nianuc ¢ opuanuno 060r’12x081m eKBiBANEHTOM BJACHOPYUHOro NiANKCY Ta HAKNAZAEThCS KkBaniikosanoio
0c06010 a60 0c06010, YIORHOBAKEHOIO HA MiANMHC. ABTEHTHUHICTS rapauryerbes ceprudixarom ID.

Yci natn B 1bOMY J10KyMeHTi BUp@KEHO B YMCI0BOMY (hOPMaTi AeHb-MiCALb-Pik (na/mM/pppp).
Posnpykosano 09/12/2025 B 08:38:54 (LlenTpansHoeBponeiichkuii uac).
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FERRIN

PHARMACEUTICALS

CEPTU®IKAT BUIIOBIIHOCTI JIKAPCHKOI'O 3ACOBY

deppinr Intepueninn CeHTep CA, Yemin fie na Beproruaycas 50, 1162, Can-Ilpe,

[1isefiuapis

Ha3pa npoaykuii: BuyTpilHiii Homep npoayKuii Cepis: T
JIIECMOIIPECHUH TabneTku 1o 0,1 mr 30 2001052347 Y12637L
it (Jlikapewkuit 3aci6)
Io6ajbHa TOprosa Ha3Ba BupofHuua onepauis
MIHIPYH BTopuHHE MaKyBaHH
]
Kpaina-imnopTep Homep peecTpauiiiHoro nocBigueHHs MpuaaTauii 10
VYkpaina UA/16236/01/01 29/02/2028
1]oao BHPOGHHIKX eTanis
ma33a npoaykuii | BHyTpimHii BupoGunua Iugopmattis npo BUPOGHHKA Cepisn Jdara
HoMep onepatlis BMPOCHUIITBA
npoaykuii
Bropunue deppinr Inrepuelurt CeHTep
naKyBaHHs CA, UewmiH J¢ j1a
JEECMOTTPECHH Beprorﬂa):ca3 §0, 1162, Cau-
TIpe, lisetiapia
tabnetky 1o 0,1 Mr | 2001052347 ; . .
30 wrr (JTikapeb ki Jlinensis Ha BUPOOHHUTBO: | 19637,
- MIAE-CH-511100-102721423
3aci6) . . . . 03/03/2025
Ceprudikar BianoslaHOCTI
GMP: 167904
QTA: QD-00069708
deppinr IHrepHeH Cenrep
CA, UemiH I j1a
Beprornaycas 50, 1162, Can-
ECMOITPECHH SR
. 2006050552 | BupoGuuureo | Hpe, 1lisekuapis
tabnetku no 0,1 mr : .
(6a1K) Gaiky JliueHsis Ha BUPOOHHLITBO! Y 12637
MIAE-CH-511100-102721423 03/03/2025
Ceprudixar BinriosigHOCTI
GMP: 167904

Vi gaT B LbOMY JOKYMEHTI BUPXKEHO B ypcnoBoMy popMarti AeHE-M icstub-piK (AA/MM/pppPp)-
Posnpykosano 03/12/2025 B 15:45:03 (I_leHTpaanoeBponeﬁCbKuﬁ 4ac).




PHARMACEUTICALS

CEPTU®IKAT BIIIIOBIIHOCTI JAKAPCBKOI'O 3ACOBY

Deppinr [Hreprersn Cenrep CA, Yemin e na Beproruaycas 50, 1162, Can-Tlpe, Wseitnapis

Hassa npoaykuii:

BuyTpiwniii nomep npoaykiii

’ Cepis:

HAECMOIPECHH Ta6etku no 0,1 mr 30
wr (Jlikapcbkuit 3aci6)

2001052347

I Y12637L

-

I'no6anbna Topropa naspa

Bupobuuua onepauisn

MIHIPUH

Bropunne nakypannus

KomenTap:

Cepis rotosoro nponykry: Y12637L
Cepis npomixHoro npoaykry: Y12637
Cepis 6anka: Y11292

3asBa mixTBepmKeHNs

Lnm 51 3acBinuyio, o etanu BUPOOHHMLTBA Bi
BIAMOBIAHOCTI 3 BuMoramu Hanexuoi Bu
3abe3nedeHHs BiANOBIAHOCTI BUMoram peecTpauiiitnux  marepianis,

cepruodikauii Ta Bumycky cepii.

ANOBINAIOTE TEXHIUHIH yrozi 3 skocTi | NPOBE/IEH] Y MOBHi
pobuuHoi [pakTuku (GMP) €C i onucanumu B yroai asns
SAKI  Hanmaui  BUpOGHMKY s

CeprudirkoBano: ID Ceprudikauii: Hata ceprudikauii:
Awmeni JlaBenc 1011618 03/12/2025
YnosHosaxeua ocoba/kpanidikopana
ocoba
Eaekrponnnii nijne ¢ TOPHIHYHIM 0008 SI3KOBHA CKBIBAICHTONM BAACHOPYHIOTO HLNICY T atose Oy TH BHKOIANM
YHORHOBAKCHO IO ()L‘v()ﬁ()l() abo ()C()G(HO. YTOBHOBQKCHOWO i lliJUllICélHHSl. ”PZ]I!)U'H’.iC 'L ,'l()l\’)'MCII'I'}’ l'ilDv’.]ll'l')’("l'h(‘)l 1D

Ceprudikauii,

Yci natu B bOMY JOKyMeHT BHPaXEHO B YHCIIOBOM
PosnpykoBano 03/12/2025 B 15:45:03 (LentpanbHoesp

Y opmari tenb-Micsub-pix (11/Mm/pppp).
onecrKuit yac).
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CEPTUPIKAT AHAJI3Y

Crp. 17ﬂ

[poayxr: Homep cepil in bulk:
MIHIPUH TabjeTKu Y11292
Jlara BAPOOHHMIITBA:

03 6epesns 2025

Jlixapceka Qopma
Ta0JIEeTKI

Cwuna nii/no3yBaHHs

JlecMonpecuHy auerat 0.1 mr/ 1 wr

YNaKOBKH/BMICT)
X 1 ynakoBka

Po3mip ynaKoBKu (THI NepBUHHOL

BupoGHHK

@eppinr Inrepuenmnia Cenrep CA,

Yemiu ae ja Beproraaycas

JliteHsis Ha BUpOOHHULITBO:
MIAE-CH-511100-102721423
50, 1162, Can-Ilpe, Iseituapis

CTJ nomep: Q-3.2.P.5.1 Specification(s)-5648 Ver.1.0

BunpobyBaHHs MeTon Bumoru cneundikaunii PesynbTaT
punpo0yBaHHs
Onuc BizyanbHa Bina, oBanbHa omykia TabneTka 3 pUCKOH. Binnoginae
OILHKA Tucnenuam «0.1».
InenTudikauis PX Yac yTpUMYBaHH Mika 1eCMONPECHHY Ha Bignosinae
(necmornpecuHy) XpOMATOrpaMi O0CIiKyBAHOTO PO3HHHY [IOBUHEH
BiAnoBizaTy yacy yTpuMyBaHH: BiZAMOBIZHOTO MiKa
Ha XpOMaTorpami CTaHAapTHOrO PO3UUHY
InenTudixauis THIX Yac yTpUMYyBaHHS INIAMHA Ha xpomarorpami 3paska Bixnosinae
(neecmonpecuny) BiJNOBifac Yacy yTpUMYBaHHA MIAMN HA
XpomaTorpami CraHaapTy
Bmict aecmonpecuny | PX 0,085 — 0,095 mr/Tabnerky 0,087
OCHOBH
Bmict necmonpecuny | PX/1 95,0-107,0 % 97,3
ocrou/1
InenTudikosani
NPOAYKTH PO3KJIANY:
[Glu*]desmopressin PX <0,7% < MeHIlIe 4acy
+[Gly’-OH] yTpUMYBaHHs
desmopressin (LRT)
Mpa(O)desmopressin PX <0,7% < MEHILE 4acy
(Oxidation product 3) yTpUMYBaHH
(LRT)
Byab-siki PX <0,7% < MeHlile 4acy
necneuudikopani yTPUMYBaHHS
NPOAYKTH POKJIARY (LRT)
Cyma 10MiloK PX <2,0% < MeHLie 4acy
yTpUMYBaHHA
(LRT)
OnHopiaHicTb PX 10 opnHu1b: 5,7
A030BAHKX OAMHHUD Kpurepiii NPUAHATHOCTI CTAHOBUTb < L1=150
30 opuHHKILb!
PX KpuTepii NPUHHATHOCTI CTAHOBUTD < L1=15,0;
BiJiCYTHi ONMHULI 3 BMICTOM < (1-L2* 0,01)M /
a6o > (1+ 12 *0,00)M, L2 = 25,0
BmicT BOAK Kynonomerp. | <7 % 6 J
TUTPOBAHHS
Tara apyk: 29/08/2025 Crop 132




Ceprudikar ananizy

Iponyxkr: Homep cepii in bulk: Crp. 2/2 |
MIHIPUH Tta6nerku Y11292
Pozunuenns Jlonacrua mimarnka/ He menue 75 % (Q) Bix 3asienenol kinbkocti
PX yepe3 30 xBunH (Bignosizno no ®.CLUA nor. | -
BUJL.)
Jlonacrua miwanka/ | .o S1: 6 oaMHLDb Bizmosizac
PX KoxHa onuuuus ve menme Q+5% ATOBIL
JlonacTtHa mimanka/ Cepenne apudmMeTHUHE 3HAYECHHS He MeHIIe 85 %
PX Q+5%
Etan S2: 12 ognnup -
Cepenne 3Havenns 12 onununp (S1+82)
zopiBHIOE a60 Ginbiue 32 Q
i XOJHA ONMHMLS He MeHa 3a Q-15% -
3aranbne uneno | Mikpo6ionoriune
aepoOHuX KinbKicHe < 10"3 KYO/r < 10
MiKpoopranizmis BUnpoOyBaHHs
3aranbue uncno | MikpoGionoriune < 102 KYO/r <10
ApiRIKiB Ta KinbKicHe
IticHBH BUNpPOOyBaHHA
Escherichia coli | Cenekrushe noxusne BIACYTHICTb B | T BiICYTHS
CepesoBuILe

Lum s 3acBiguyto, wio etanu BUPOOHUUTBA Bi
BI/JMOBIAHOCTI 3 BUMOramu Hanexxuoi Bu

3abe3neyeHHs BiAnoBizHOCT
ceprudikauii Ta Bumycky cepii.

[TigrBepmKeHo:

Ameni JIaBenc 52161

Deppinr InTepHermn Cenrep CA,
1162, Can-ITpe, Ulseituapis

Enerponnuiit ninme e 1opnanunmm 00OB SI3KOBHM EKBiBaIENTOM BAACHOPYUHOrO 11i

ID Tliarremxenms

ANOBIAAKOTH TeXHIYHIM yroai 3 sKocT] i NPOBENEHI Y NOBHI

Harta I'ijreemxerns
28 kBiTHS 2025

Craryc

poGuuyoi [pakTrku (GMP) €C i onucanumu B yroai s

BUMOraM  peecTpauifiHuX Marepianie, siki uamanuj BUPOOHUKY /st

HigrBepmxeno

JITHCY 1 MOKe

6}/"’[‘[/] BHKOHAHWI YTOBHOBROXKEHOIO  0COO010 abo OCO6O[O5 YOOBHOBaKEHOIO  AJis ﬂiﬂl‘]l’lcﬂlﬂ-l}l.

Hpagausicrs HOKYMCHTY rapantyerses 1D [Tinrseperins,

Hara npyk: 29/08/2025
Crop.232



Batch Certificate

Ferring GmbH, Wittland 11, 24109 Kiel, Germany

PHARMACEUTICALS
Product Description: Batch Number: ’1
Desmopressin 0.1 mg tablet 30pcs (Medicinal Product) Y12637L
Material No. Number of Units Certified: Manufacture Date Expiration Date:
i» 2001052347 186 03/03/2025 29/02/2028

Importing Country

Marketing Authorisation No (NDA/BLA for US)

Local Tradename

.

|

Ukraine UA/16236/01/01 MINIRIN tablets 0.1 mg
. i Manufacturing Manufacture .
materlal Description Process Manufacturer Info Batch No. Date Expiry Datﬂ
Ferring International Center
S.A. Y12637L 03/03/2025 29/02/2028
Chemin de la Vergognausaz
; 50
Desmopressin 0.1mg .
tablet 30pcs giizgd;w 1162 Saint Prex
(Medicinal Product) ging MIAE-
MIA/Licence: CH-511100-1027
21423
GMP: 167904
Ferring International Center
S.A. Y12637 03/03/2025 02/03/2028
Chemin de la Vergognausaz
50
Desmopressin 0.1mg Bulk Product 1162 Saint Prex
tablet (Bulk) Manufacturing MIAE-
MIA/Licence: CH-511100-1027
21423
GMP: 167904
Packaging Materials
Type of Materials Material Number
Carton 2007057916
Label 2008054736
Leaflet 2009055524
All dates on this document are expressed in the numeric format of Day-Month-Year (dd/imm/yyyy). 10of2

Printed on 09/12/2025 at 08:38:54 (CET).




Batch Certificate

PHARMACEUTICALS Ferring GmbH, Wittland 11, 24109 Kiel, Germany
Product Description: ) Batch Number;
Desmopressin 0.1mg tablet 30pcs (Medicinal Product) Y12637L
Material No. Number of Units Certified: Manufacture Date Expiration Date:
L 2001052347 186 03/03/2025 29/02/2028
Comment:

Finished Product Batch Releasing Site: FGmbH

MIA Number: DE_SH_01_MIA_2021_0020

GMP certificate number: DE_SH__O1_GMP_2024__OO42
Bulk manufacturing site: Ferring International Center SA

Certification Statement

I hereby certify that all the manufacturing stages of this batch of finished product, including packaging/tabelling and quality
control at the above mentioned site(s), have been carried out in full compliance with the GMP requirements of the EU and with
the respective specifications described in the Marketing Authorization of the importing country.

Certified By: Certification ID: Certification Date:

Hayo Vollert

Qualified Person
Qualified Person/Authorised Person

Company
Ferring GmbH 1011873 09/12/2025
Wittland 11
24109 Kiel
Germany

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

All dates on this document are expressed in the numeric format of Day-Month-Year (dd/mmiyyyy). 20f2
Printed on 09/12/2025 at 08:38:54 (CET).
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Confirmation Certificate

Ferring International Center SA, Chemin de la Vergognausaz 50, 1162 St-Prex,

PHARMACEUTICALS S viitzerland
Product Description: Material No. Batch Number:
Desmopressin 0.1mg tablet 30pcs (Medicinal Product) 2001052347 Y12637L
Global Trade Name: Manufacturing step:
MINIRIN Secondary Packaging
Importing Country Marketing Authorisation No (NDA for US) Expiry Date
Ukraine UA/16236/01/01 29/02/2028 }
Manufacturing Stage Information
Material Material |Manufacturing Manufacturing
Description Number Process Manufacturer Info Batch No. Date
Ferring International Center S.A.
Chemin de la Vergognausaz 50
1162 Saint Prex Y12637L 03/03/2025
Desmopressin Seconda Switzerland
0.1mg tablet 30pcs | 2001052347 Packa inry GMP: 167904
(Medicinal PrOdUCt) ging QTA: QD-00069708
MIA/Licence: MIAE-
CH-511100-10272142
3
Ferring International Center S.A.
Chemin de la Vergognausaz 50
1162 Saint Prex Y12637 03/03/2025
Desmopressi Bulk Product Switzerland
smopressin ulk Produc!
0.1mg tablet (Bulk) | 2098%%0%52 | panufacturing | CMP: 167904
MiA/Licence: MIAE-
CH-511100-10272142
3
All dates on this document are expressed in the numeric format of Day-Month-Year (dd/mm/yyyy).
Printed on 03/12/2025 at 15:45:03 (CET). 10f2



Confirmation Certificate

Ferring International Center SA, Chemin de la Vergognausaz 50, 1162 St-Prex,
PHARMACEUTICALS g At S
Product Description: Material No. Batch Number:
Desmopressin 0.1mg tablet 30pcs (Medicinal Product) 2001052347 Y12637L

Global Trade Name:
MINIRIN

Manufacturing step:

Secondary Packaging

Comment:

Batch finished product : Y12637L
Batch semin finihed product : Y12637
Batch bulk : Y11292

Confirmation Statement

| hereby confirm that the manufacturing stages referred to in the Technical Quality Agreement have been carried out in full
compliance with the GMP requirements of the EU and the terms described in the Agreement for ensuring compliance with the
requirements of the Marketing Authorisation(s) as provided by Contract Giver/manufacturer certifying and releasing the batch.

Confirmed By: Confirmation ID: Confirmation Date

Amélie Lavens

Qualified Person/Authorised Person

1011618 03/12/2025

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

All dates on this document are expressed in the numeric format of Day-Month-Year (dd/mm/yyyy).

Printed on 03/12/2025 at 15:45:03 (CET). 20f2
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Product:

LMINIR!N tablet

Batch. No.
Y11292

Page
1/2

Production date

03 March 2025

Pharmaceutical dosage form

tablet

Strength  / Dosage
DESMOPRESSIN ACETATE 0.1 mg /1 pes

x1 pcs

Pack size (prim pack type/ content )

Manufacturer

Ferring International Center SA
CH-1162, ST-PREX, Switzerland

Manufacturing authorization number

MIAE-CH-511100-102721423

CTD-Number:

Q-3.2.P.5.1 Specification(s)-5648 Ver.1.0

Disposition Statement: Approved

Test Test-Method Specification Result

Description Visual inspection  White, oval, convex tablet with a single Conforms
score, Engraving: “0.1"

Identification (desmopressin) HPLC Retention time of main peak Conforms
corresponds to that of standard.

Identification {desmopressin) TLC Retention time of sample spot Conforms
corresponds to that of standard.

Assay (desmopressin free HPLC 0.085 - 0.095 mg/tablet 0.087

base)

Assay (desmopressin free HPLC /1 95.0-107.0% 97.3

base) /1

[Gly90H]-, [Glu4]- HPLC £0.7% <= LRT

Desmopressin

Mpa(O)desmopressin HPLC £ 0.7% <= LRT

(Oxidation product 3)

Any unspecified degradation HPLC £0.7% <= LRT

product

Sum of impurities HPLC < 2.0% <=LRT

Uniformity of dosage unit HPLC 10 units: 5.7

by content uniformity Acceptance value is £ L1=15.0

(desmopressin free base)

HPLC 30 units: /

Acceptance value is s L1=15.0, and
No individual content of the dosage unit
is < (1-L2*0.01)M or > (1+L.2*0.01)M,
L2=25.0

Water content Coulometric £7% 6

titration

Page 1 of 2

Print Date: 28/08/2025



Product; Batch. No. Page
MINIRIN tablet Y11292 2/2
Dissalution Paddie, HPLC Q = 75 % of label claim within 30 min, -
(acceptance plan according to
USP curr.Ed)
Paddle, HPLC Stage S1: 6 units Conforms
85%
Each unitis not less than Q+ 5 %.
Mean value is not less than Q+ 5 %
Paddie, HPLC Stage $2: /
Average of 12 units (S1 + 82)
is equal to or greater than Q
Paddle, HPLC and no unit is fess than Q - 15 % {
Total aerobic microbial count Microbial <1043 CFU/g <10
Enumeration Test
Total combined yeasts/mould Microbial < 102 CFU/g <10
count Enumeration Test
Specified micro-organisms (E. Selective media Absence in 1g Absent
coli)
Confirmed By: Confirmation ID: Confirmed On: Confirmation Status

Amelie Lavens

Ferring International Center
SA

CH-1162, ST-PREX,
Switzerland

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

52161

28-April-2025

Person or person authorised for signature. Authenticity is guaranteed by the Confirmation ID.

Confirmed

Page 2 of 2

Print Date: 29/08/2025


http://www.tcpdf.org

