KOMWUA

Zalu valsts agentira
State Agency of Medicines of the Republic of Latvia

Jersikas iela 13, Riga, LV-1003, Latvia, phone +371 67078424, fax +371 67078428, e-mail info@zva.gov.lv, www.zva. gov.lv

SPECIALA ATLAUJA (LICENCE) ZALU RAZOSANAI VAI IMPORTESANAL
AUTHORISATION (LICENCE) FOR MEDICINAL PRODUCTS' MANUFACTURING OR
IMPORTING

. Specidlas atjaujas (licences) sérija, numurs
Serial number, number of awthorisation flicence)

(2%

. Specidlas  atlaujas (licences) Tpadnieka firma,
registriicijas numurs komercregistri

Name, registration number of authorisation (licence) holder

3. Farmaceitiskds darbibas vietas(-u) (raZodanas vietas)
adrese(-es) (nordda visas licencétds vietas)
Addresses authorised sites should be listed if not covered by
a separate licence

4. Speciilas atlaujas (licences) Tpadnieka juridiskd
adrese
Legally registered address of authorisation (licence) holder

5. Specidlas atjaujas (licences) darbibas joma un ziju
formas (dazidim raZotném aizpilda atsevidku
pielikumu, ja par tim nav izsniegta atsevidka licence)
Scope of authorisation (licence) and dosage forms (ANNEX
I or ANNEX 2) (separate Annexes for different sites
feompany) should be filled out if not covered by a separate
licences)

6. Specidlas at)aujas (licences) izsniegdanas juridiskais
pamatojums
Legal basis of anthorisation flicence)

7. Zd|u valsts agentiiras atbildigi amatpersona, kura
pienem lémumu par specidlds atlaujas (licences)
pieskirsanu - direktors
Name of responsible officer of the competent authority of

RP-18/13

Akciju sabiedriba “Olainfarm”
(registricijas numurs 40003007246)

Ripnicu iela 5, Olaine, Olaines novads,
LV-2114, Latvija

Riipnicu iela 5, Olaine, Olaines novads,
LV-2114, Latvija

1. pielikums
2. pielikums

Ewropas parlamenta un Padomes 2001 gada 6.novembra Direktivas
2001/83/EK par kopienas kodeksu, kas athecas uz cilvékiem
paredzEtdm zilém, 40 pamts, Direktivas 2001/32/EK, kas attecas uz
vetenndraim zilém, 44 pants, 20001 gada daprifa  Direktivas
200120/EK, kas atuecas uz pitdmim zilém, 13 pants, kas pimemits
Farmicyas hkuma 51 *pantd, 57 pantd un Latvijas Republikas Ministru
kabineta 2011 gada 19 oktobra noteikumos Nr 800 “Farmaceitiskis
darbibas licencéfanas kiniba”

Svens Henkuzens

the member state granting the manufacturing authorisation /
8. Paraksts L
Signature

9. Datums
Date

2017.gada 1.septembris

Akciju sabiedriba “Olainfarn™, licence Nr.RP-18/13 zi|u raZo3anai vai importésanai,

2017 gada |1.septembris



10. Pievienotie pielikumi:
Annexes attached

l.pielikums

2.pielikums

3.pielikums. Uz liguma pamata iesaistito raZo3anas
vietu adreses

S.pielikums. Kvalificétds personas vards un
uzvirds

6.pielikums. Atbildigo personu vards un uzvards
7.pielikums. Parbaudes (inspekcijas) datums, kas ir
par pamatu specidlas atlaujas (licences)
pieskiranai, p&déjas parbaudes joma

8.pielikums. Specialas darbibas veidi un atbildiga(-
s) persona(-s) par narkotisko un psihotropo zi|u
razofanu vai import&Sanu

Annex |

Annex 2

Annex 4. Addresses of Contract Laboratories

Annex 5. Name of a Qualified Person

Annex 6. Name of a Responsible Persons

Annex 7. Date of Inspection on which Authorisation
Granted, Scope of Last Inspection

Annex 8. Authorization for Special Operations and
Name of Person(s) Responsible for Manufacturing or
Importation of Narcotic and Psychotrapic Medicinal
Products

Akciju sabiedriba “Olainfarm”, licence Nr.RP-18/13 ziiju raZo8anai vai import&anai,

2017.gada 1.septembris



Licences Nr. RP-18/13 1.pielikums
Licence No RP-18/13 Annex 1
Farmaceitiskis darbibas vietas nosaukums un adrese
Name and address of the site
Akciju sabiedriba “Olainfarm”
Ripnicu iela 5, Olaine, Olaines novads, LV-2114, Latvija

LICENCESANAS JOMA
SCOPE OF AUTHORISATION

| ™ Cilveékiem paredzétas ziles
Human medicinal products

& Veterinaras zales
Veterinary medicinal products

ATLAUTAS DARBIBAS
AUTHORISED OPERATIONS

& RaZo$anas darbibas (saskana ar 1.daju)
Manufacturing operations (according to Part 1)

& Zilu importélana (saskana ar 2.dalu)
Importation of medicinal products (according to Part 2)

l.daja. RAZOSANAS DARBIBAS
Part |. MANUFACTURING OPERATIONS

1.1. | Sterilas zalu formas
Sterile producis

1.1.3. Serijas sertifikacija
Batch certification

1.2, Nesterilis zi]u formas
Non-stenile products

1.2.1. Nesterilds zalu formas (pirstrides darbibas $idim zi|o formam)
Non-sterile products (processing operations for the following dosage forms)

1.2.1.1. Cietds kapsulas

Capsules, hard shell

1.2.1.8. Citas cietds zi|u formas

Orher solid dosage forms

1.2.1.13. Tabletes

Tablets

1.2.2. Sérijas sertifikicija
Batch certification

1.5. | lepako3ana
Packaging

1.5.1. Primird iepakosana

Primary packing
1.5.1.1. Cietis kapsulas
Capsules, hard shell
1.5.1.8. Citas cietds zi|u formas
Other solid dosage forms
1.5.1.13. Tabletes
Tablets

1.5.2. Sekundira iepakoiana
Secondary packing

Akciju sabiedriba “Qlainfarm”, licence Nr.RP-18/13 zi|u raZo%anai vai importéanai,
2017.gada 1 .septembris



1.6. Kvalitites kontroles veikSana
Quality control testing

1.6.1. Mikrobiologiski: sterilitite
Microbiologically: sterifity

1.6.2. Mikrobiologiski: nesterilo zilu formu tiriba
Microbiologically: non-sterility

1.6.3. Kimiski vai fizikili
Chemically or physically

1.6.4. Biologiski
Biologically

2.dala. ZALU IMPORTESANA
Part 2. IMPORTATION OF MEDICINAL PRODUCTS

2.1. Importéto ziju kvalitites kontroles veikSana
Quality control or imported medicinal products

2.1.1. Mikrobiologiski: sterilitate
Microbiologically: sterility

2.1.2. Mikrobiologiski: nesterilo zdlu formu tiriba
Microbiologically: non-sterility

2.1.3. Kimiski vai fizikali
Chemically or physically

2.1.4. Biologiski
Biologically

2.2, Importéto zilu sérijas sertifikicija
Batch certification of imported medicinal products

2.2.1. Sterilids zilu formas
Sterile dosage forms
2.2.1.1. Aseptiski iegtitas
Aseptically prepared
2.2.1.2. Sterilizéti galaprodukti (zdlu formu saraksts)
Terminally sterilised end products (list of dosage forms)

2.2.2. Nesterilas zalu formas
Non-sterile products

Jebkuri ierobeZojumi vai paskaidrojoSas piezimes par $im raZofanas vai importéSanas darbibam:

1} sterilo zilu formu razofana un impor&iana tikai cilvékiem paredz&tajim z3lém;
2) importéto sterilo zilu formu sérijas sertificé3ana — saskana ar Zalu valsts a

Any restrictions or clarifving remarks related to the scope of these manufacturing or imporiing operations:

1) manufacturing and importation of sterile products - human medicinal products only;
2)  batch certification of imported medicinal products — according to the submitted list o dicinal ucts in St
Agency of Medicines af the Republic of Latvia.

Zalu valsts agentiiras direktors //7 Svens Henkuzens

Akciju sabiedrba “Olainfarm”, licence Nr.RP-18/13 zi|u raZo3anai vai import&3anai,
2017.gada |.septembris



Licences Nr. RP-18/13 2.pielikums
Licence No RP-18/13 Annex 2
Farmaceitiskas darbibas vietas nosaukums un adrese
Name and address of the site
Akciju sabiedriba “Olainfarm”
Riipnicu iela 5, Olaine, Olaines novads, LV-2114, Latvija

LICENCESANAS JOMA
SCOPE OF AUTHORISATION

& Cilveékiem paredzétis pétamis ziles
Investigational medicinal products for human use

ATLAUTAS DARBIBAS
AUTHORISED OPERATIONS

X Pétamo zalu raZo3anas darbibas (saskand ar 1.dalu)
Manufacturing operations of investigational medicinal products (according to Part 1)

l.dala. PETAMO ZALU RAZOSANAS DARBIBAS
Part I. MANUFACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS

1.2. P&tamo zilu nesterilis formas
Non-sterile investigational medicinal products

1.2.1. Nesterilids zilu formas (pirstrides darbibas $idim zilu formam)
Non-sterile dosage forms {processing operations for the following dosage forms)

1.2.1.1. Cietas kapsulas

Capsules, hard shell

1.2.1.8. Citas cietds zi|u formas

Other solid dosage forms

1.2.1.13. Tabletes

Tablets

1.6. Kvalitdtes kontroles veik3ana
Quality control testing

1.6.2. Mikrobiologiski: nesterilo zilu formu tiriba
Microbiologically: non-sterility

1.6.3. Kimiski vai fizikili
| Chemically or physically

Za|u valsts agenturas direktors /%% Svens Henkuzens

Akciju sabiedriba “Olainfarm”, licence Nr.RP-18/13 zi|u raZo3anai vai import&3anai,
2017.gada 1.septembris



Licences Nr. RP-18/13 3.pielikums
Licence No RP-18/13 Annex 3

"LigumraZotdja(-u) razosanas vietas(-u) adrese(-es)
_ Address(es) of contract manufacturing sites

1. Sopharma AD
16 [liensko Shosse str., Sofia 1220, Bulgaria

2. Pharmathen S.A.
6 Dervenakion str., 153 51, Pallini, Athens, Greece

3. Specifar S.A.
1, 28 Octovriou str., 12351, Ag. Varvara, Athens, Greece

4. Laboratorios Liconsa S.A.
Gran Via de Carlos 11, 98, 08020, Barcelona, Spain

5. UAB Santonika
Veiveriu str. 134B, 46352, Kaunas, Lithuania

Licences Nr. RP-18/13 5.pielikums
Licence No RP-18/13 Annex 5

Kvalificétis(-0) personas(-u) vards, uzvirds

| Name, surname of a qualified person(s)

Ludmila Kosmacdova
Irina Svarinska

Licences Nr. RP-18/13 6.pielikums
Licence No RP-18/13 Annex 6

Par kvalitites kontroli atbildigd persona (virds, uzvards)
Name, surname of a person(s) responsible for quality control

Natalija Verdilovska

Par razo3anu atbildigd persona (vards. uzvirds)
Name, surname of a personis) responsible for production

Jejena Cudinovskiha
i Jelena Mitladevica

Z3i|u valsts agentiras direktors %/7 Svens Henkuzens

Akciju sabiedriba “Olainfarm™, licence Nr.RP-18/13 zi|u razo3anai vai import&anai,
2017 gada | septembris



Licences Nr. RP-18/13 7.pielikums
Licence No RP-18/13 Annex 7

Parbaudes (inspekcijas) datums, kas ir par pamatu specialas at]aujas (licences) pieskirsanai
Date of inspection on which authorisation granted

2015.gada 3., 4., 7.-9.novembris

P&édejas inspekcijas joma
Scope of last inspection

i Labas raZoSanas prakses atkiirtota piarbaude (inspekcija)

Licences Nr. RP-18/13 8.pielikums
Licence No RP-18/13 Annex 8

Speciilas darbibas veidi (vajadzigo atzim&t ar X) un par narkotisko un psihotropo zalu
razo$anu vai importésanu atbildigéd(-s) persona(-s)
Particular authorised activities {mark "X" where appropriate) and responsible person(s)

Par narkotisko un psihotropo zi|u razosanu
vai importu atbildigds(-o) personas(-u) amats,
Specialds darbibas veids vards, uzvards

Particular activity Name, surname, position of a person(-s) responsible
for manufacturing of narcotic and psychoiropic
medicinal products

narkotisko zalu razo3ana
manufacturing of narcotic medicinal products

narkotisko zalu importésana
importing of narcotic medicinal products

X | psihotropo zilu raZoSana Kvalitates vadibas departamenta direktors —
manufacturing of psychotropic medicinal products | Raimonds Terentjevs

psihotropo zdlu importé3ana
importing of psychotropic medicinal products

Za|u valsts agenturas direktors 7//% Svens Henkuzens

Akciju sabiedriba “Olainfarm™, licence Nr.RP-18/13 zi|u razoZanai vai import&sanai,
2017.gada | septembris
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I'opoa Pura, yal'eprpyaec 9-5, 07 (ceanmoro) aexabpa 2017 roaa, s, MpHCHKHBIN
notapuyc Anana Tyukyc, 3aBepsAr0 BEPHOCTE HACTOALLEH KOMHM.

AokymeHT Aan 3asepenns npeactasua Mapk UHMZKOB (Marks CIZOVS), 19 ¢espans
1995 rosa pomaeHusa, AMuHbIH koA 190295-12350, sasexaapuposan no aapecy: Oaaiine, yA.
Earasac 26-61.

[ TpucmxHLIil HOTAPHYC HE HECET OTBETCTBEHHOCTH 33 COACPAAHHE AOKYMEHTA.

[MpucmxHbIiT HOTAPHYC HE NPOBEPAET 3AKOHHOCTL BRIAAYH NMPEACTABACHHOIO AOKYMEHTA,
a MMPOBEPAET TOABKO COOTBETCTBHE NPEABABACHHOMY AOKyMeHTY (cT.119 3akona o HoTapuare).

3aptmcrpl:ponano aa Ne 9227
lNocnomanna EUR 1,44

Aoaxnocrroe posnarpakaenne EUR 18,84
HAC 21 % EUR 3,96

Beero: EUR 24,24

/nepesoa neuati — rep6 Aarsuiickoii PecriyBanku, Aarsuiickas Pecriybanka, Piokcianii okpysHOil cya,
Pura, [Npucmxnuii Hotapuye Amana Tyuxye/

[NpucmoxHbIT HOTapITyC

Amana Tyuxyc



Ilepegoo ¢ nambiuicko2o A3bIKa
KOITHA

/Tocyoapcmeennwiil 2epb Jlameutickoit Pecnybauxu/

I'OCYJIAPCTBEHHOE ATEHTCTBO JIEKAPCTB

Ynuua Epeukac 15, Pura, LV-1003, Jlateua, Tenedon +37167078424, dakc:+37167078428, 3-noura: infof@zva gov.lv, www.zva.gov.lv

CINEHHUAJIBHOE PA3SPEINEHHME (JIMIIEH3HS) HA ITPOU3BOJICTBO
HJIH UMITOPTHPOBAHHME JIEKAPCTB

1. Cepusa, HOMEp CNEUHANILHOIO pa3pelleHHs
(MMLEeHIHKH)

2. ®upma coOCTEEHHHKA CNELIHATBHOIO
paspelleHHs (JTHLUEHIHH), perHCcTPaLMOHHBIHR
HOMEp B KOMMEPUYECKOM perucrpe

3. Anpec(a) mecTa( ) hapmaueBTHUECKOMH
ACATENBHOCTH (MECTA NMPOHIBO/CTEA)
YKa3blpaloTCA BCE aJpeca JHLEH3IHOHHBIX MecT

4. FOpuanyeckmii aspec coOCTBEHHHKA
CNeuHaATLHOro paspetieHus (JIMUEeH3HK)

5. Cdepa n nexkapcTeeHHble HOPMBI, HA
KOTOpbIE BLIAAHO CTIELHANLHOE paspelleHHe
(nHueH3Ng)

(Ha pa3zHble NPOH3IBOACTBA 3AMONHAIOT
OTAENBLHOE NMPHIOKEHHE, EC/IH HM HE BblaHa
OTAeNbLHAN THLIEHIHA)

6. FOpuauueckoe oboCHOBaAHHE BbI1A4H
CMEUHANLHOrO paspelueHHa (JIHLeHIHH)

7. OTBeTCTBEHHOE JOIKHOCTHOE JIHLO
rocyaapcTBEHHOTO areHTCTBA NIEKApPCTs,
KOTOpO€ MPHHHUMAET pPellieHHE O
npeaocTaB/IieHHH CNeuHaANbLHOro pajpelueHHa
(MHueH3INH)

8. Moanuce

9. Jlata

Axuvonepioe obmectso «Onafiudapin, nuucrns Ne RP-18/13

Rp—18/13

AxumnonepHoe odumecTso «Onaiingapm»
(Perncrpannonnsiii nomep 40003007246)

Yiauua Pynununy 5, Oaajine, Onaiincknii kpaii,
LV-2114, Jlareus

Yauna Pynuuny 5, Onaiine, Onaiincknii kpaii,
LV-2114, JlarBus

Hpuwroncenne 1
Hpunoscenue 2

Cratea 40 Jlupextwsm: 2001/83/EK  Emponeitckoro
napnamenta ¥ Coseta oT 6 HosOpa 2001 roga o koaekce
coobutecTtna, OTHOCAILIAACH K JieKapcTBam,
npejHatHAYEHHBIM UIA Jnoaeil, u ctatea 44 JIMpexkTHBEI
2001/82/EK, oTHOCAWAACA K BETEPHHAPHBIM NEKAPCTBaM,
ctatea 13 J{upextussl 2001/20/EK ot 4 anpena 2001 roaa,
OTHOCALLAACA K HCCNENyeMbIM JIEKAPCTBAM, KOTOPLIC HALLIH
orpakenue B cratse 517 u 57 3akona o dapmauesTHKE U B
npaeunax KaGuxera Munucrpos Jlatsuiickoit PecnyGnukn
Ne800 ot 19 oktaGpa 2011 rona «[lopaaok AHULEHINPOBAHHA
thapmauesTHaeckoll AeATENLHOCTHY

Ceen Xenkysen (Svens Henkuzens)

/moonuce’

1 centnbpa 2017 roaa

Ha NPOINBOACTEO WAH HMNOpTHPOBaKye nexapcte, | cewrralpa 2017 roan



10, [IpunaraemMele NPHIOMKEHHA:

Axionephoe obmecteo «Onaftndguapus, mHnensas e RP-18/13

INpunoxenue 1

[Mpunoxenne 2

[Npunoxkenne 3. Agpeca npOM3BOACTBEHHBIX MECT,
BOBJIEYEHHBIX HA OCHOBE JIOrOBOPOB

[Tpunoxenue 5. Umsa, damumma kpanudHLHPOBAHHOIO
nHLa

IMpunoxenue 6. Uma, paMHUnug OTBETCTBEHHBIX JIHLL
[Tpunoxenue 7.  Jlata  npoBepkH  (HHCMEKLHMH),
CTaBLleil OCHOBAaHHEM IS BbLIAAYH CMELHATBHOIO
paspelieHus (JMLEH3UH), cepa nocnenHei NpOBEpKH
[Tpunoxenune 8. Buael cneunanpHoH AeATebHOCTH H
nvuo(a), oteercTBeHHoe(ble) 3a MPOM3BOACTBO HIIH
HMMOPTHPOBAHHE HAPKOTHYECKHMX M MCHXOTPOTHBIX
cpencTs

HA NPOFIBOACTBO WIH HMNOPTHpOBAKKE nexapeTs, | cermabps 2017 roaa



Ipuaoxenne 1
K auuensun Ne Rp-18/13

Ha3sanue H anpec MecTa dhapMaleBTHYECKOH AeATeAbHOCTH

AxunonepHoe odmecTso «Onaiindapm»
yanua Pynuumy 5, Onaiine, Onaiinckuii kpaii, LV-2114, JlatBus

COEPA JIHMITIEH3HPOBAHHS

& JlexapcTBa, npeHa3sHaYeHHbIE A4 MoAeH

B BerepunapHsie nekapcTsa

PASPEIIEHHAS JEATEJBHOCTb

B ITpouseoacTBeHHasA JIeATENBHOCTE (B COOTBETCTBHH C 9acThio 1)
B MmMnopTupoBaHHe JIeKApCTB (B COOTBETCTBHH C YACTBIO 2)

Yacre 1. IPOH3BOJACTBEHHAS JEATEJILBHOCTD

L.1. Crepu/ibHble JieKapeTBennblie hopmbl
1.1.3. Ceprudukanns cepHn

1.2. HecTepuibHele 1eKapcTBeHHBIe HoOpMBI
1.2.1. HecTepuiasHEIC TeKapCTBEHHELIE (DOPMEI (AESTEIEHOCTE N0 NepepaboTke
TAKHX JIEKAPCTBEHHEBIX (opM)

1.2.1.1. Teepasie Kancymbl

1.2.1.8. [Ipyrue TBepiable JeKapCcTBeHHbIE GOpMEL
1.2.1.13. Tabnerxn

1.2.2. Ceprndnkauns cepuu

. N VYnaxkoska

| 1.5.1. Ilepenunas ynakoska
1.5.1.1. Teepasie kancynsl

1.5.1.8. Jlpyrue Tep/bie NeKapCTBEHHEIE (OPMEI
1.5.1.13. TabneTkn

1.5.2. BroputuHas ynakopka

Axnmoucproe obmecteo «Onafndapss, meucrans Mz RP-18/13
Hi APOHIBOACTRO MAK HMAOPTHPOBAaHKE NexapcTs, | cewmabpa 2017 roaa



1.6.

OC}’II!ECTBJ’IEHHE KOHTPO/Id Ka1uecTBa

1.6.1. MukpoGuonorn4eckuii: CTepHILHOCTE

1.6.2. MHKpOOHONIOrHYECKHH: YHCTOTA HECTEPHJIBHBIX JIEKAPCTBEHHEIX opM
1.6.3. Xumuyeckuii wiH (pu3nIecKuii
1.6.4. buosoruyeckuii

Yaers 2. UMIIOPTUPOBAHMUME JIEKAPCTB

2.1, OcymecTB/IeHHe KOHTPO/Is Ka4ecTBA HMNOPTHPYEMbIX JIEKapeTB
2.1.1. MuxpoOuolorn4ecKkuii: CTEpHILHOCTD
2.1.2. MukpoBHONOrH¥ecKHii: YHCTOTA HECTEPHIIBHBIX JIEKAPCTBEHHBIX (hopM
2.1.3. Xumugeckuit wim pusnyeckuit
2.1.4. buonoruyeckui
2.2.

CeprudHranus cepHH HMIIOPTHPYEMBIX JIEKAPCTE

2.2.1. CrepuibHble IeKapcTBEHHbIE HOPMEI

2.2.1.1. AcenTHYECKH [PHIOTOB/AEMBIE
2.2.1.2. Creprnu30BaHHbIE KOHEYHBIE MPOAYKTHI (CMHCOK JIEKAPCTBEHHBIX
hopm)

2.2.2. HecrepuneHsle NeKapcTBeHHBIE GOpPMBI

JIxo0b1e orpanayeHHs WIH NOACHAIONHE NPHMeYanns 06 HToll NpoN3BOACTBEHHOH
AEATENLHOCTH H/IH HMINOPTHPOBAHMHM:

1) OpOH3BOACTEO H HMINOPTHPOBRAHHE CTEPHIILHEIX JIEKAPDCTREHHEIX (QOPM TONEK

JIEKAPCTE, NPEeIHA3HAUCHHBIX UTH YEIOBEKA]
2) CCE[EQHI_.’[EEOB&HHC CEPHH HMNODPTHDVEMBIX CTEPHIBHBIX JEKADCTBEHHEIX @EM =
COrnacHO CMHCKY JNEKAPCTB, NOJaHHOMY B Focggaxg:geﬂuoc AreHTCTBO NEKAPCTH.

Iapextop 'OcynapcTBEHHOIO areHTCTEa JieKapcTE  /nodnucek/  CBeH XeHKY3cH

Axumnoscpnoe ofwectso «Onafindapus, nuueisus MNe RP-18/13
HA NPOKIBOACTSO WA HMNOPTHPOBaKKE nexapeTs, | cermabpn 2017 roga




Mpunoxenue 2
K Jauensun Ne RP-18/13

Haseanue u anpec mecrta dapmareBTHUeCKO JesTeIbHOCTH

AxnuonepHoe odomecTBo «Onaiindpapm»
yauna Pynuuny 5, Oaaiine, Onaiincknii kpaii, LV-2114, JlaTeus

COEPA JIMNEH3HPOBAHMUSA

[peanasHaueHHBIE [UTS JIO/EH HCCIeLyeMble JIeKapeTBa

PA3PELLIEHHASI IESTEJILHOCTD
& [Tpon3BOACTBO HCC/IEYEMBIX JIEKAPCTE (B COOTBETCTBHH C YacThio 1)

Yacrs 1. IPOU3ZBOJACTBO HCCIIEAYEMBIX JIEKAPCTB

1.2. Hecrepuiabnbie Gopmbl HeC ey eMbIX JEKAPCTB

1.2.1. HectepunbHele JiekapcTBeHHEIE (GOpMBI (JIeATENILHOCTS N0 nepepaboTke
TAKHX JIEKApPCTBEHHBIX (opm)

1.2.1.1. Tsepasle Kancyis

1.2.1.8. Jlpyrue tBepable ieKapcTBeHHEIE GOPMEI
1.2.1.13. Tabnetkn

1.6. OcyuiecTBieHHE KOHTPO/ISI KAYecTBA
1.6.2. MEKpOOHOIOrHYECKHi: YHCTOTA HECTEPHIILHBIX JIEKAPCTBEHHEIX dhopM

1.6.3. Xumuueckuii vumM pu3nygeckuii

Iupextop ['ocy1apcTBEHHOIO arenTCTBa Jiekapete  /noonuce/  Csen XeHKy3eH

Axitponcpoe obwectso «Onafindapms, muuewana Ne RP-18/13
HA MPOMIBOACTIO WAK MMOOPTHPORAIME nexapetn, | cewrubBpa 2017 roan




IIpunoxenne 3
K JIlnnensuun Ne RP-18/13

Anpec(a) NpoH3BOACTBEHHOTO(bIX) MecTa( ) mpousBoauTeis(ei), paboraromero(Hx) no

JIOTOBOPY

1. Sopharma AD

16 lliensko Shosse str., Sofia 1220, Bulgaria

2. Pharmathen S.A.

6 Dervenakion str., 153 51, Pallini, Athens, Greece

3. Specifar S.A.

1, 28 Octovriou str., 12351, Ag. Varvara, Athens, Greece
4. Laboratorios Liconsa S.A.

Garn Via de Carlos III, 98, 08020, Barcelona, Spain

5. UAB Santonika

Veiveriy str., 134B, 46352, Kaunas, Lithuania

IIpunoxenne 5
K JInuensan Ne RP-18/13

Hms, damunns ksamuduumpopassoro(bx) nuna()

Jwavuaa Koemavosa (Ludmila Kosmacova)
Hpuna Ceapuucka (Irina Svarinska)

[Ipunoxkenue 6
K JIlnnenszun Ne RP-18/13

JIuno, OTBETCTBEHHOE 32 KOHTPOJIb KauecTBa (M4, hamumnms)

Hartaaus Bepmuaoscka (Natalija VerSilovska)

JIAL0, OTBETCTBEHHOE 3a NMPOH3BOACTBO (MM, pamunns)

Enena Yyaunosckux (Jelena Cudinovskiha) '
Enena Mutaamesn4 (Jelena Mitladevica)

Hupextop ['ocynapcTBEHHOTO areHTCTBA IEKapCTB  /noonucs/

Axunonepuoe obwecTno «Onaftwdapss, nnueisna Ne RP-18/13
M2 NPOKIBOACTEO WAN MMNIOPTHPORAKME nexapeTs, | cenabpa 2017 roaa

Cren XeHKY3eH




Hpuaoxenne 7
K JInnensun Ne RP-18/13

Jlata npoBE€pKH (MHCIIEKIIHH), CTABLICH OCHOBAaHHEM JUIA BBIJAYH CHELHAIBHOrO pazpelleHns
(MHUEeH3HH)

3,4,7-9 nosdops 2015 roaa

Cdepa nocneaneil npoBepku

[oeTopHas npoBepka (MHCNEKNNA) HAJJIeKAei NPOH3IBOJACTBEHHOH NPAKTHKH

Ipuiaoxenne 8
K JInuensun Ne RP-18/13

Brjsl cienuansHoit gestensHoCcTH (Hy)HOoe otMeTHTh ) B Huo(a), oTBeTcTBeHHOE(BIE) 32
NPOMU3BOACTREO MJIH HMIIOPTHPORAHHE HAPKOTHYECKHX M IICHXOTPOIHALIX CPEICTB

JomkHocTs, M4, hamumus nana(l),
OTBETCTBEHHOIO(BIX) 3a NMPOH3BOJACTBO HIIH
Bua cnieumansHoi NeSTeNbHOCTH
HMIIOPTHPOBAHHE HAPKOTHYECKHX H
HCHXOTPOIHLIX CPEJCTB

O MPOH3IBOJICTEO HAPDKOTHYECKHX JICKAPCTE

0 HMNOPTHPOBAHHE HAPKOTHYECKHX
JeKapcTB

MPOH3IBOACTBO INCHXOTPONHBIX JlupekTop AenaprameHTa Y npaB/ieHHA Ka4ecTBOM
JeKapcTe

Paiimonac TepensTene (Raimonds Terentjevs)

O HMNOPTHPOBAHHE NCHXOTPOIHBIX
NeKapcTB

JIupexrop IN'ocynapcTBeHHOro arenTeTsa jekapets  /nodnuce/  Cpen XeHKy3eH

Axumonepnoe obuectno «Onafpapsn, nuuensna Ne RP-18/13
HA MPOINBOACTIO WAN WMNOPTHPORANKE nexapeTs, | cevwratpa 2017 roaa




CluTo ¥ NPOHYMEpPOBaHO BCEro

7 (cemsb) TUCTOB

B Puze, 5 cenmabpa 2017 z00a
Cmapwiuii cneyuanucm ynpagnesus
omoena MUYEHIUPOBAHUR NPeONPUAMULE
gapmayesmuuecxoli desmenvHocmu
/nodnuce/ H.3auwjupuncka (I.ZaS¢irinska)



A, nepesoaunx Mapx UHMIKOB, nepconaspsmii koA 190295-12350, sactosmmm
MOATBEPIKAAIO, YTO AAHHBIN MEPEBOA C AATBIIICKOTO A3BIKA HA PYCCKHIl A3BIK ABAAETCHA

r.Pura, ya. I'eprpyaec 9-5, 07 aexkadpa 2017 roaa.

A, npucsxnbiii HoTapuyc Pmskckoro okpymuoro cyaa Amana Tyukyc, sasepsio
noanucs nepesosunxa Mapka UMIKOBA (Marks CIZOVS), poamsimeroca 19
pespana 1995 roaa, nepconassusiii koa 190295-12350, sasexaapuposasHOro 1o aspecy:
Ounaiine, ya. Earasac 26-61, AMYHOCTD MOANHCABIIEIO AOKYMEHT ITpOBEpeHa IO
yaoctoBepennio anmdHoct NA0045272, suiaannomy 27.06.2015., VAI'M 2 Pmkckmm
OTACAOM.

Aannmie Auma nposepedsl no  Permcrpy wmTeaein um  mo  Permcrpy
HEACHCTBHTEABHBIX AOKYMEHTOB.

I’lpuca}m{wﬁ HOTAPHYC HC HECET OTBETCTBCHHOCTH 34 COACDMAHHE AOKYMEHTA H
HPBBHABHOCTI: HCPEHGM.

3aperncrpuposano 3a Ne 9291

B3bickana rocynapersensas nomnnaa EUR 0,71
HomxnocTHoe Bo3HarpaxaeHde EUR 3,53

IMposepero no Perverpy wuTeneil - BRIKYEHO B Ap. JI0OK.
HAC 21% EUR 0,74

Bcero EUR 4,98

/nepesoa neuarn — rep6 Aarsuiickoit Pecriybamxn, Aatemiickas Pecniybamxa, Proxcxmit

OKpY#&HOIT cyA, Pura, [pucmxHbit Hotapuye Asana Tyukyc/

[NpucakHBil HOTAPHYC

Amana Tyuakyc




INpoinTo 1 nporymepoBaHo

17 (cemnaAnaTs) AucTOB

INpucwxunii norapuyc A Tyuxyc



