| JIEKJIAPALIMSI O COOTBETCTBUH

| AEKJTAPAHT, IPHHUMAKOUIUA JEKJAPAIIMIO O COOTBETCTBHH

| Q00 "KOCE ©apma Jloaucmurce"

‘ Ceedenun o pezucmpayuu opeanusayuu: Mexcpationnas unenexyua DedeparsHoil Ha1020601 cayHcow Ne 46 no
| & Mockee 02.08.2010, OTPH 1107746610180, dama npuceoenus OIPH 02.08.2010.

| Aopec: 105082, 2. Mocxksa, Ilepesedenosckuti nepeyiox, 0.13, emp. 21 . Tenechon:8(495)644-33-22
| B nuye: lenepanvuoiit dupexmop Vuienuna C.A.

- Hosepentoe nuyo: Apuaym E.®., dosepennocms JJ-IODII-12 om 02.08.2018e.

|| 3ASBJSIET, UTO

| nexapcmeennoe cpedcmeso: Bazanpocman, auoguauzam 014 npucomosnenus pacmeopa ona ungyuii 20 mxe,
avnyaet (10), nauku kapmonnsie, PV No I1 NO13651/01 om 29.12.2011 (dama 3avens PY 06.12.201 7) evrdano ‘

OCE ®apyva I'n6X, cepus 5830002, napmua 603 ynakoeok, zoden do 30.04.2023, npousgodcmea Ai Ju Tu ;

- buonoeuxa I'mé X, lepmanws, IDT Biologika GmbH, Am Pharmapark, 06861, Dessau-Rosslau, Germany, / |

Ducuxa Papmacvromuxanz InoX, lepmanus, Aesica Pharmaceuticals GmbH, Alfred-Nobel-Strasse 10, 40789

. Monheim, Germany, koo OKIIJ2 21.20.10.144, koo TH B3 3004900002, koumparm Ne LOG/RU/SP/2011 om

14.01.2011, uneotic Ne 880045685 om 14.11.2019

COOTBETCTBYET TPEBOBAHUSIM

ITN013651/01-140915 uzm. Ne [ :
JAEKJIAPAIIHSI IPUHSATA HA OCHOBAHHHU ‘
npomoxon ucnetmanui Ne 22121 om 26.11.2019 HIT 000 HI] "®APMOEOPOHA", ammecmam [
axkpedumayuu POCC RU.0001.21 PJI40, Cepmugpuxam POCC DE.®M15.C92134 om 27.11.2019 |

AATA IIPUHATUA JEKJTAPALIMU 27.11.2019

| IEKJIAPAIMSI IEHCTBUTENBLHA IO 30.04.2023 i
f g3 8-
B\ UCE Pram WS- i Apnayt E.®. ||
cfé;yuy:aum JEE NOITHCE ®.M1.0 |
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! CBEJEHUSA O PET'UCTPAIINA |

OPIAH I10 CEPTH®HUKALIUH, 3APETHCTPUPOBABIL UL AEKJIAPALIHIO

POCC RU.0001.11®DPM15 OPTAH ITO CEPTHOHKALIHH NPONVKIJHH OFUIECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTAIO "OKPYKHOH IJEHTP KOHTPOJIA KAYEC 7BA",
adpec opeanusayuu: 115280, . Mocxkea, yu. Macmeprosa, 0. 4, a3m. 5, nom. I, kom. 1., adpec opzana no |
cepmucpurayuu: 143581, Mockosckas obracme, Hempunexuit paion, oep. Jlewkoso, 0. 248, cmp. 1, men.: !
(495)640-96-69, (495)787-92-78 sed-caiim: OYKK.pah.
JEKJIAPALUHA O COOTBETCTBUH 3APETUCTPHPOBAHA ¥ POCC RU /I-DE.®@M15.4.29597/19 1

JATA PEFHCTPAL[HPI 27.11.2019
AL /
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Consort Medicql

Aetlca Developmeny & Manulociue APi & Finkhad Dose

I\

0 J‘!CF&JTMIOM .noc*ryn: KB‘ICCTBCHHMX
cpapmaucmmccxux nponykTtos ya MEXAYHAponHLIR

Hassanue u NleKapcTBeHHag

dbopaa : BABATIPOCTAH

Cepus Ne : 5830002

Mpoayxr Ne 1 1007637

Tonew no 1 0472023

VYenosus Xpancuus : Ipy TCMNcpatype ne ppye
25°C

Hassanue 4 KOMTH4eCTBO Kaxaore AKTHBHOro
BellecTpa;
Ouna amnyna ¢ 48.2 mrr nodmnnsara conepmmnT

.0 MKr a.rlrlpoc'lmﬂna ("PHMCH!ETCI B Bl Knn‘rpa’rnoro
KOMINCKEa ¢ anndanckcon I:1),
646.7 uir ansdazcken (am,qm-uummncncrpim).
47.5 mr NAKTOh,

Hacroawuy YROCTOBepAeTes: yo AaHHbIR npoaykr
Npou3IBOAKTCR 8 COOTBETCTBHY ¢ PeKOMennauHany
BO3a "Xopowne npaeuag NpoM3BoacTea i KOHTpong
KavyecTna AeKapere” (GM P)us COOTBETCTBUY ¢
HAUHOHANbH by JaKOHOﬂaTCthCTBOM @cncparslanoﬁ
Pecny6amxy Fepyanuy,

Ynakoska u CEIpLe, Hapany ¢ IPOHIRONCTRE HH b1y
JTDOLIECCO.\!. aHTpo 4 KOHEYH BN HDO.E[)'KTO.\I ABnawTcs
npeasmeraim KOHTpOnIa kavecrga, OnpeaeneH eIy kax
HaunoHanbHoON, Tak H MEXLYHAPOAHbIN Y
CDap.uaxonewn. MM® y MMK CTaHpapTasm y
MPOH3BOACTBEHH by poueccom Siicyxa
DapmackioTika Fy6X w COOTBCTCTRYET cneundukaiin »
Hopuatusnop Hoxyrenragy, CTpaHe — MnopTepu,

Tpebyemoe COOTRETCTRIE (i)ap.uauenmwc:xux.
buanvecknx ] .\ruxpoﬁuonoru-{ecxnx XAPaKkTepucTux
onpeaenserca ang KaXN0H cepuy Geq OroBopok.
Cooncrcmymman A0KyMeHTauug XPaHHTCH B AoCkLe B
TeYeHHe 6 neT p COCTaBe ocHOogHoj AOKyMenTaumu 113
npou:nonc‘rsenﬂylo CEPHIO,

HaCTORI.uHM Mbl TaKXKe ynocmacps.\f. HTO YKalan HbIH

Siicuka Dapyackiotikang - MGX
Acsica Pharmaccuricals GmbH

LAY,

Dr. Rebeca Monels Pagés
)II'IDJ'IHOMDWCHRDC nnuyo
Qualificd Person
Monheim,

31 0KT. 2019

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

Name and dosage

form of product : VASAPROSTAN
Batch no, : 5830002
Anticle no. 1007637
Expiry date 1 04/2023

Storage conditions : Do not stgre above 25°C

Name and amount of each active ingredients:

Packnging and raw materials as wa|| as manuracturing
Process, the bulk product and finished product are
subject 1o quality controls seq forth in national and
internationalphnrmacopoeias, F.LPandP | e
standards and operating procedures of Aesica
Pharmacculicals GmbH and comply to the
specifications in (he Marketing Authorisation of the
importing country.

With respect 10 the pharmacculical. physical, chemical
and microbiological specifications (he required quality
of every batch is ascertained withou reservations, The
respective documentation will be kept on file for six
Years as master baich production record,

We hereby also certify that the above mentioned

product conforms to the established specificag ons and js
released accordi ngly by the responsible qualified expert.

Remarks: n/a

Henonwsren, KOHTpOnAA cootacTCTRyg
Quality Assurance Facilitator




9”\\ Sgugbsorf Medical

Pment & Monulociuie AP g Finished Dose

Halpanue npoaykra
Product name

Cepua No
Barch No,

Mpoaykr Ne
Article No.,

Koa Ne
Code No.

Hara npomsrogcraa
Datre of Manufacryre

TECT
IEST

mmﬂ'_mwg

BA3AMPOCTAH
VASAPROSTAN

5830002

1007637

P010. SPZ. RUSF/01 dated 01.08.2017

: 05,2019

SPECIFICATION

!Lngaﬂg;

Buewnuii sug
Counepximoe aMmnynw

Appearance
Ampoule conteny

OcHosHo# YNAaKOBO'H b1
Marepuan

Primary packaging materiql

Pactsopumocry, Modunusara
B H30TOHH‘{CCKUM pBCTBOPC
X10pHAa natpusg

Solubility of the lvophitisate
in isotonic sodium chloride
solution

Bpears BOCCTaHORNEH g B
pactaope HIOTOKHYeckoro
XN0piaa natpus
Reconstitution time

in isotonic sodium chioride
solution

Genwii AHopHAMIar, COBpAH Ha nHe AMNYNbI CooTBeTCTBYET
white lyophilisare, Sticking at the bottom of the ampoule complies
GecuBeTHbIE § pp OIMM asnynws uy CTeKsa Knacea

| ¢ rony6oil 1oy KOH Hag OTMETKOIl ang Haanuna na cooTsercrayer
ropaviwke amnyng y ¢ OAHUM KpacHsim KONbliom

colourless § mt OPC-ampoule of glass quality | vyiy,

a blue point above the scrarch mark of the neck and complies

one red code ring.

Cro6oano PacTBOpHM B § Mg 130ToWHYCCKOro

PacTBopa xnopuaa HaTpus ¢ o6pazosaniey CooTBeTCTBYET
fIPo3paHoro pacreopa

in5mi Jreely soluble pProducing a clear solution complies

He Bonee | MIHYTL <A sunyy

NMT 1 min < min




A\ Consort Medical

Hazzatue nponyKTa BA3ATIPOCTAH

Product name VASAPROSTAN

Cepua No 5830002

Bartch No,

Mponyxr Ne 1007637

Article No.

Kon Ne PO10. SPZ. RUSF/01 dated 01.08.2017
Code No.

% COEUN®UKALIMSA PE3VJIBTAT

Ldentiry

Mpocrarnannoun El- Anbdanekc 3/97 Hcenenyemuit pacTsop A: cooTseTCTBYyET
PGE I-Alpha-cp 3797 OpaHXeBO-XenToe OKpalluBaHie complies
Peakums ¢ H2504 Test solution A: orange-yellow colpur
reaction with sulphuric acid
Uccnenyensuii pacTtsop B: CooTBeTCTBYET
OpaHXeBo-xenTtoro OKpawnBanny complies
He Habnionaercy
Test solution B; no orange-yellow colour
Anbnpocraann Bpema YOepxcusuiun OCHOBNOCO Nika
Alprosradil anbnpocTanuna ua xpoxamoeparive
OnpeaneseHne metonom BIXKX HENLITyemOro pacmsopa do.sveno cooTBeTCTRYET
coomsememeoeaam:, SpeMenn voepxcusaing complies
OCHOGHOO MHKA Ha .\’po.'la'amo‘wa.u.ue
CTannaprioro Pacmeopa
HPLC determination the retention time of Alprostadil main peak in
) the chromarogram of the test solution mus
correspond to the retention time of the main
peak in the standard solution
Purity
Mpoayxre pacnaya
Onpeaenenye Mpocrarnanamna Al He Gonee 2 % 0.1%
Degradation products PGAI NMT 2 %
MeTozom BOXKX
HPLC determination
lS-xero-l'lpocramaHnuH El
IS-kgro-PGE / He Bonee |.5 % He o6Hapyxen
onpeneneHue mMetogom B3XX NMT 1.5 %

HPLC determ ination




Aeslco Developmeni ¢ Monulaelure AP & Finished Dose

J'\\ Consort Medical

Hazsanue nponykra * BA3AIPOCTAH

Product name . VASAPROSTAN

Cepus Ne © 5830002

Barch No.

Mpoaykr Ne 1007637

Article No.

Koa Ne P010. SPZ. RUSF/0! dated 01.08.2017

Code No.

IECT QHEHHSRHKAL[M PE3YJILTAT

IEST SPECIFICATION ACTUAL

Bennumna pH

PH value

NoTEHUHOMETPHYecKoe 4.0-6.5 5.0

onpeneneHue

Potentiometric examinarion

Konunuecrso 4acTuy

SNCKTPOHHBII CYeTy K He Gonee 6000 vacTuu/amn. > 10 pir | vacTiu/anmn
NMT 6000part./amp. >0 um part.famp

Particulate matier He Gonee 600 HacTuu/amn. > 25 mkr O vacthu/ann

Electronic particle test (HIAC) NMT 600 partfamp. > 25 pum part.famp

Conepxanne BOIbI: He Gonee 1.5 % 03%

Water conteny NMT 1.5 %

0.1 TBEeHNLIII ananyy

Anbnpocragun
Alprosiadit

onpenen. metonom BIXKX
HPLC determinarion

OnHoponnocTy conepxaHms

Uniformity of contenr

(19.5- 215 MKr/amnyna // ug/ampoule)

97.5-1075% 101.0 %
B COOTBETCTBHY ¢ Esp. ®apyakoneeis CoOTBETCTBYET
fo comply with Ph. Eur. 2 9.40 complies




J\k Consort Medical

Aeslco Developmant 4 Manufachre API & Finished Dosa

Hassanue nponyxra : BA3ATIPOCTAH

Product name : VASAPROSTAN

Cepua Ne : 5830002

Barch No,

Mpoayxr Ne : 1007637

Article No.

Koa Ne : P010. 5Pz, RUSF/01 dated 01.08.2017
Code No.,

ACTUAL

TECT COEUHOHKAUMS PE3VJIbTAT
IEST SPECIFICATION

Musmﬁ_lmgnimﬂ!mgr_a
Microbiological Puriry

CTEPHABLHOCT B COOT-BeTCTBUM C

EBp ®apma-koneen CTEPHNLHO COOTBETCTBYET
Sterility according to Ph. Eur. sterile compfies
baktepuanshple 3HAOTOKCHHbI MAKCHMANBHO N0NYCTHMag
Bacterial Endoroxing KOHUEHTpauus
IHIOTOKCHHOB 350 ME /amn. <5 ME/aun.
(cooTseteTsyer 47 KOE/\n npu EUfampoule
PARCTBOpeHIM B 7.5 atn)
B CoOTBETCTBHM ¢ EBp. Mapma Koneek maximum allowable endoroxin
concentration (MAEC)
according to Ph. Eur. 350 EU/ampoule

(equivalent 10 47 £, Usml
when reconstituted in 7.5mil)

BA3AITPOCTAH YK43aHHON cepup COOTBETCTBYIOT Cheundukauny
VASAPROSTAN of the above descriped batch meet the specification.

Jitcuka dapmacsioTikans rueX
Aesica Pharmaceuticals GmbH

Pl (R l

Dr. Rebeca Monells Pagés

YUoiHOMONeHHOE Mgy Henonnureny KOHTPONA COOTBETCTHMS NOKyMCHTaunM
Qualified Person Quality Assurance Facilitaror
Monhein,

31 0KT. 2019



