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TNMOATBEPXKJIEHUE
F i\ N 125-2021/RP sop-af-103164
. Sop- 62
| '_:5 O COOTBETCTBUU JIEKAPCTBEHHOTO b S0P 1000
[TPEITAPATA TPEEOBAHUSAM,
YCTAHOBJIEHHLIM ITPH ET'O
TOCYIAPCTBEHHON PETUCTPALIMK
TOProBOe HAMMEHOBAHUE Bazanpocran®
Mex1yHapoaHOE HENATEHTOBAHHOE Annpoctanun
HAMMEHOBAHUE (rPYNIHPOBOYHOE UK
XHMHUYECKOE)
JlexapeteeHtas dopma NHO(pUIM3AT A1 NPHUFOTOB/IEHHS PaCTEOpPA AA
HHy3mi
Hosupoeka 20 mkr
DopmMa eblnycka 48.2 mr - amnyner (10 wr.) - naukm kapTonasle
Howmep cepun (naptuu): 5941801
O6bem cepun (napriu); 3328 yn.
Hata npoxssoncTsa: 05.01.2021
lonen no: 31.12.2024
Hammenasanne u agpec Ipoussonurens (rotosoii JID),
MPOM3IBOAMTENA (C yKasaHMeM cTaaui VYnakosuuk/hacopiiuk (B NEPEHYKYO yNaKoBKy)-
NpOHIBOACTRA) Aii Tn Tu buonoruka 'm6X, I'epmanng (Am
Pharmapark, 06861 Dessau-Rosslau, Germany),
VnakoewHkr/HpacoBkK (BTOpHYHAR/TPETH  HAs
ynakoska) - Diicuxa Dapmacuiorukans [MHX,
T'epmanua (Mittelstrasse 15, 40789 Monheim,
Germany). Beimyckatolui KOHTponk kayecTea -
Siicuka Qapmacsiorurans [MEX, Mepmanus (Alfred-
Naobel-Strasse 10, 40789 Monheim am Rhein,
Germany)
Homep ® pmata perucrpaumonHoro IINO13651/01 or 29.12.2011
YIOCTORSPEHHS
Homep HOpMaTHRHON OKYMEHTALIMH ITN013651/01-140420 (Mam.Ne 1)
Haumenopanme u aspec nepwarens | KOCE ®apma [m6X, [epmanus (Alfred -Nobel-Strasse |
PErHCTPALIMOHHOND YI0CTOBEPEHHA 10, 40789 Monheim, Germany)

PacemoTpes npeocTaBieHHbIE NPOMIBOAHTENEM NOKYMEHTB! M COJSPHALLNECT B HHX CBENCHWS,
HACTOAUIMM TIOATBEPICIAIO, MTO CEPHS /ICKAPCTBEHHOrO NpenapaTa COQTBETCTBYET TpeboBaHUAM,
YCTHOBIEHIHLIM NPH ETO FOCYARPCTBEHHON PEFUCTPALIKM, llaTpoaa £, A,

N0 J0BEPEHHOCTH B/H
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Re CIP HZ Fm

O.JIEFATLHOM JOCTYITe KAYECTREHHLIY (hapMalleBTHIECKHK.
NPONYKTOR:Ha MEXAYHADOAHELH PLIHOK

Hassarne # nexapersenmas

hopma : BASATIPOCTAH,
RUOBUIH3AT I IPHEOTORNeH IS
. ‘pacraopa jurs HHAYA i
Cepus Ne 15941801
Iposiykr Ne : 1007637
Tonen a0 : 12/2024

Yeudnps xpanenns ; ITpr.revmeparype we phime 25 °C

HasBaHue 1 KOIHYECTBO KaROT0 AKTHBHOTO, BEILECTBa:
Opnna avmyna ¢ 48.2 Mr nuodrnnsata COTEPIKHT

20.0 mir annpocragmia (npuvenseres 8 srne KIATPATHOTO
KoMIUlekea ¢ ansdanexcon 1:1),

646.7 mir anvtbanekca {aneda-uuknonexcrpun),

47.5 Mr makTozEL

HoMep peruerpanuosHore yaocTosepens:

I NOI3651/01

Upomssonerso  rotosofl JI®, nepsuinas YIAKopxa -
Al ITu' T Buonornga TMEX, PepMatus (Am Pharmapark,

06861 Deéssau-Rosslauy, Germany)
Bropninas/noTpebutensokas yraxosxa -

SHcrixa Dapmacsiotukany Tm6X, Tepmanun (Mittelstrasse 15,
40789 Monheim am Rhiein, Germany)

Buimyckdtonui  kouTpons kauectsa (npoussopurens) -
Oficurta Dapsaceiotinkan 'MEX, Fepmanss  (Alfred-Nobel-
Strasse 10, 40780 Monheim am Rhein, Germany).

Hactonmuy ynoctosepaetcs;: wo nanihiit nponykr
MPOHIBONNTCH B COOTBETCTEHH ¢ pekoMenmaunamy BO3a
"Hannemamse npasmia HPOM3IBOLCTEL U KOHTDOR
Kavecrsatexapers” (GMP) u B cooTseretsin ¢
HalHOHANEHEIM 3aKOHONATEALETEOM DenepatiBHo
Pecnybnuxu Tepmanmm.

Ynakosxa u chiphe; Hapsay ¢ NIPOH3BOACTBEHHEIM
TIPOLECCOM, SHIPO M KOHEYHBIM MDOAYKTOM SBISI0TCR
[IpeAMeTaMy KOHTPONA KagecTRa, OMDEACTEHHEIM KaK,
HaLMOHANEHOH, TAK ¥ MEKAYHADOIHEIMH
@apyakoneamu, MMdb u MITK CTAHIADTAMM 1
NPOU3BONETBEHH AV NPOIIECOOM Offcnxa PapmackioTuKan
I'nBX u sooTseTCTRYer encuudsicauni 8 HopMarusnos
Howxymenratmn cTpassr— HMOOpTEDa.

Tpebyenoe cooraercTrie apmaussTiyeckux,
HUIECKIX U MAKDOGHOIOTHIECKIX XADAKTEDUCTIK
OTPENE/IACTCS JUTA KaXIoil cepuy 63 OroBopok.
CoOTEETCTBYIOLIAS TOKYMEHTALHS XDAHHTCA B OChe B
TEUCHNE 6 JIeT B COCTAEE OCHOBHOM LOKYMEHTAINY Ha
NPOHIBOACTAEHHYIO. CEPHIO.

on the Legal Status and Quality
of Pharmaceutical Products
Moving in International Commerce

Name and dosage

form of product +VASAPROSTAN,
Iyophilisate for infusion

. solution

Batch no. 15941801

Article rio, : 1007637

Expiry date 1 1242024

Storage-conditions  : Do not store above 25°C

Name and amount of each active ingredients:

One ampoule of 48,2 mg dry substance eontains

20.0 pg Alprostadil {(uscd asa 1:] clathrate complex
withalfadex), 646.7 pg Alfadex (alpha-Cyelodextrin),

47.5 mg Lactose.

Registration Certificate Number:

P'NO13651/01

TDT Biologika GmbH, Am Pharniapark, 06861
Dessau-Rosslau, Germany (bulk, primary. packaging)

Aesica Pharmaceuticals GmbH, Mittelstrasse 15,
40789 Monheim am Rhein, Germany (secondary
packaging)

Aesica Pharmaceuticals GmbH, Alfred' N obel Strasse
10, 40789 Monheim am Rhein, Germany (batch
release)

It is certified that the produetis routinely
manufactured in accordance with the WHO
recommendations of *Good practices in the
manufacture and quality control of drugs” (GM P)and
in accordance with the national legal requirements of
the Federal Republic of Germary.

Packaging and raw materials as well as manufacturing
process, the bulk product and finished product are
subject to quality controls set forth in fational arid
international pharmacopoeias, F. 1. Poand P. 1. C.
standards and operating procedures of Aesica
Pharmgceuticals GmbH and comply to the _
Specifications in the Marketing Autherisation of the
importing country:

With respect to'the pharmaceutical, physical,
chemieal'and microbiological specifications the
required quality ofievery batch is ascertained without

g
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reservations e féspect e documentation will be
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CEPTUDPUKAT AHAII3A

CERTIFICATE OF ANALYSIS
Haspanue nponykra : BA3AITPOCTAH
Product name : VASAPROSTAN
Cepust No : 5941801
Bateh No.
Tpomyxkr Ne : 1007637
Article No.
Kon Ne P010. SPZ. RUSFL/00 dated 04.05.2020
Code No.
Tata npoussoacTea 0172021
Date of Manufacture
TECT CIELNOUKALINS PEIVIILTAT
TEST SPECIFICATION ACTUAL
Croiicrna
Properties
BrewmHu# sua
ConepXuMoe aMITyIIbl Curpockonnunas mHodunsuas Macca Genoro useTa COOTBETCTBYET
Appearance
Ampoule content white hygroscopic lyophil mass complies
OcHOBHO# YIAKOBOYH KT aMAYTEl HEHMPANBROPD CMERAT € CUNEL MOYKON HAO MECoM COOTRETCTRBYET
Marepuan HAONILTA 1t MAPKUPOBOYRBEIAL KOTBION CUNEZD Y8EM
Primary packaging material colourless 5 ml OPC-glass-ampoule of glass quality 1 with complies

a blue point above the scraich mark of the neck and
one red code ring.

Leemnocme fIperapam dorsxcen Gutine BecygemubLys O CRABHENID C
AUOPUINZAMA 8 UZOMOHINECKONM pacmeopimenen. Pacmeopumens - usomonuseckuir 0,9 % COOTBETCTBYET
pacmeope nampus xnopuda PAacmeop Hampiis xnopuoa.
Colour of the lyophilisate in 5 ml producing a colourless solution compared to complies
in isotonic sodium chloride isotonic 0.9% sodium chioride solution
solution
ITpospavnocins Ilpenapat njomieH GbITE NPO3PATHAIM TIO CPABHEHMIO € COOTBETCTBYET
AUOHUITAMA & UFOMOHULECKOM pacteopHtenes. Pacteoprtens - maoronmyecknii 0,9 %
pacmeope Hampus xaopuda PACTBOP HATPHA XIOPHAA.
Clarity of the lyophilisate in 5 ml producing a clear solution compared to isotonic complies
in Isotonic sodium chloride 0.9 % sodium chloride solution
solution
Bpesa pacmeopenun c 5 He Gonee 1 MuuyTst < I sutnyTsi
uzononwyeckozo 0,9 7 pacmsopa
HAMpPUa X10pUOa
Dissolution time with 5'ml of NMT 1 min < I'min

isotonic 0.9 % sodium chloride

solution
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O JIETIIEHOM, IOCTYHE KAYECTHEHHEIX
DapyaneeTHyeckix TIROOYKTOR Ha MEXAYHADOIHLIj
DbbrHOK

Hﬂﬂﬁaﬁﬂé,ﬂﬂﬂ}é&pCTBﬂﬂHaH
d_jgp‘ma : BASATIPOCTAH,

AvoduinsarT qus NpPHIOTOBICHHA
PACTBOp&: g HHdy3uit

25941801
21007637

Ceépits Ne.
Hpoayxr Ne

Hacrogittu met taioke yrocTosepsm, o YKa3aHHEI
BBILUIE PONYKT COOTBETCTBYET VCTAHORTEH HEIM
CHEUHDHKAIMAM, Ha OCHOBANMY Yero BLIIAETCH
Pa3pelIEHME Ha ero BHINyCK C TIPOM3BONCTEA
OTBETCTBEHHBIM KBaTHMHIHPORAHHEIM 3KCTIEpTOM,

Jftenxa, Dapmacriotuxans TuEX
Aesica Pharmaceuticals GmbH

Dr. Susanne Krefeld
YHONHOMOYSHROS M0
Qualified Person

Mok 09, sep, 2021

CERTIFICATE OF QUALITY
on the Legal Status and Quality
of Pharmaceutical Products
Moving in Initernatiotial Commerce

Name and dosage:

form of product’ : VASAPROSTAN,

Iyophilisate for infusion
solution:

15941801
1 1007637

Batch no..

Article no.

We hereby also certify that the above mentioned
product conforms to the established specifications and
18 released accordingly by the responsible qualified

expert.

Remarks: n/a

Heitonuutens konrponn COOTBRTCTBHA AOKYMEHTALH
Quality Assurance Fagilitator
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Ha3spanue npoaykra ¢ BA3SATIPOCTAH
Product name : VASAPROSTAN
Cepua Ne : 5941801
Batch No.

Mponykr Ne 1007637
Article No.

Kox Ne P010. SPZ. RUSFL/00 dated 04.05.2020
Code No.

TECT CHENUOUKAITIAA PE3VJIBTAT
IEST ECIFI N ACTUAL
Honmunocts
Hdentity
IT'El-ansta-un 3/97 Henpityemutii pacteop A. COOTBETCTBYET
PGE I-Alpha-CD 3/97 OxpaiiiBaHKe PACTEODA B OPAHNKERO-KENTELL
peakuug ¢ H2804 uger,
reaction with sulphuric acid Test solution A: orange-yellow colour complies

Hensrryenmeiit pactsop B,
He nomxuo Ha6monaTtsea okpalusanms COOTBETCTBYET
PacTBOpa B OPAHXERO-KENTRIA LBeT
Test solution B: no orange-yellow colour complies
Annpocranun Bpems yaepixnBanusn 0CHOBHOTO MuKa COOTBETCTRYET
Alprostadil AIMPOCTA/HIA HA XPOMATOTPaMME
onpeneneHue Meroaom B3 HCIBITYEMOIU PACTROPA JIOMIKHO
COOTBETCTBOBATER BpEMEHH YHBPJHHHBHHH-
OCHOBHOTO [IHKA Ha XpoMmaTorpaMMe
CTAHIAPTHOID pacmeopa
HPLC determination the retention time of Alprostadil main peak in complies
the chromatogram of the test solution must
correspond fo the retention time of the main
peak in the standard solution chromatogram
Yucrtora
FPurity
Poncreennrie npumecy
Onpenenenue Tpoctarnasauua Al He Gonee 4 % 0.3%
Degradation products PGA1 NMT 4%
meTonom BOAX

HPLC determination
[MpocTarnasousx Bl
PGBI He Gomee 1.0 % He oBHapyxeH
onpeneneHie MerogoM BIXX NMT 1.0% _ hot detectable
HPLC determination

=8
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Hasganue nmponyxra
Produet name
Cepus Ne

Bateh No.

Mponyxr Ne

Arficle No.

Ko Ne

Code No.

ZEST

: BASATIPOCTAH

VASAPROSTAN

: 5941801
: 1007637

: P010..SPZ. RUSFL/00 dated 04.05.2020

PE3VIBTAT
ACTUAL

15-kero-TIpocrarnasnun El
I5-keto-PGE]

onpeneneHue Meroaom BIXKX
HPLC determination

Benuwunna pH

DH value
NOTEHUMOMETPHIECKOE
OIpeneneHue
Potentiometric examination

MexXannyeckne BRIOUEHI

~ HEEMAHMBIE YACTHILL

(Esp. @apmaxoneeii 2.9.19)
Farticulate matter

- Sub-visible particles
(Ph.Eur. 2.9.19)

Conepxanne soast:

Warer confent
Coulometric titration

Komuuecreennsiil ananng
Assay

AnnpoeTaiuin

Alprostadil N
onperen. MeTonom BIKX
HPLC determination
QIHOPONHOCTE Ho3HpPOBaHHS

Uniformity of dosage

He Gognee 2.0 % He OBHapyeH

NMT2.0% not detectable

40-6.5 4.9

He:6onee 6000 yacrru/amm. = 10 mum 2 gacTH/amn

NMT 6000 part. /amp. = 10 um part./amp

e Boree 600 yacTun/am. = 25 mxM 0 waeruir/amm

NMT 600 part famp.= 25 um part.jamp

ne Gonee 1.5 % 035 %

NMT 1.5 %

18.5 - 215 vxr/amnyna // pg/amponle 20.4 vikr/ ammyid
' g/ampoule

(925-107.5%)

B cooTBeTCTBUMU ¢ EBp. @apmakoneeit 2.9.40 n=10, AV=3.3

to contply with Ph.Eur.2.9.40 i n=10, AV=323
A,
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Ha3gaume npoaykra : BA3ATIPOCTAH

Product name : VASAPROSTAN

Cepus Na 1 5941801

Batch No.

Mponyxr Ne 1 1007637

Article No.

Kon N : POI10. SPZ. RUSFL/00 dated 04.05.2020

Code No.

TECT CHEIMA®UKAIIIA PE3VJIBTAT
TEST SPECIFICATION ACTUAL
Muxpobuonoryieckas wucToTa

Microbiological Purity

CTEPHIBHOCTL B COOTBETCTEHU €

ERp. Mapmaxoneeit 2.6.1 CTePUIILHO COOTRETCTBYET
Sterility according to Ph.Eur. 2.6, 1 sterile complies
BaxrepHansHele SHIOTOKCHHE He Gonee 350 E3/amn.

Bacterial Endotoxins < 5 E3/amn.

EU/ampoule
B COOTBETCTBHH ¢ Epp. PapMmakoneeii 2.6.14 NMT 350 EU/ampoule
according to Ph.Eur.2.6.14

BASATTPOCTAH ykasaHHO# cepuu COOTBETCTBYIOT Creu b KaLty
VASAPROSTAN of the above described batch meet the specification.

Ditcnka Dapmackiotnkam MveX
Aesica Pharmaceuticals GmbH

Qe
Dr. Susanne Kraflld tx / M@V@D\

YINOIHOMOYEHHOE NHUG Henommutens KOHTPOJIA COOTBETCTRHA NOKYMEHTALIMK
Qualified Person Quality Assurance Facilitator
Monheim,
02 Ser, 2011 ity
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