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CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

| 1ssued following an inspection in accordance with :
Art. 111(5) of Directive 2001/83/EC as amended
Art. 15 of Directive 2001/20/EC

The competent aulhbfityf of Hﬁngary confirms the following:

Site address: Gydmrdi it 19-21., Budupest, 1103, Hungary

| Directive 2001/20/EC |

The qggnufaéturér-: Richter Gedeon Vegyészeti Gydr Nyilvinosan Mitkédé Részvén yedrsasdg (Richter
Gedeon Vegyészeti Gydr Nyrt)/Chenical Works of Gedeon Richter Ple.(Gedeon Ricliter Ple}

|

Hus been inspected under the national inspection programme in connection with manufuacturing l
awthorisation no. HU-M-RICH in accordance with Art. 40 of Directive 2001/83/EC and Art. 13 of J

2016-04-22 , it is considered that it complies with

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on

+ The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/£C *

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and

' should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
i of that inspection. However, this period of validity may be reduced or extended using regulatory risk

&~ management principles by an entry in the Restrictions or Clarifying remarks field. This certificate is valid

only when presented with all pages and both Parts | and 2. The authenticity of this certificate may be verified
in EudraGMDP. [T it does not appear, please contact the issuing authority.

" The certificate referred to in paragraph 111(5) of Directive 2001/83/EC and 80(5) of Directive 2001/83/EC, shall also be required for impors

coming from third countries into a Member Stare.

7 - o . o 3 .
Guidance on the interpreation of this template can be found in the Help wenu of EutivaGADP datubase,

4 These requirements fillil the GMP recemmendations of WHO.
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Part 2

Huma‘n Medicinal Products

Human Invesligational Medicinal Products

1 MANUFACTURING OPERATIONS

1.1 Sterile products

1.1.1 Aseptically prepared (processing operations for the following dosage forms)
1.1.1.1  Large volume liquids
1.1.1.2  Lyophilisates
Special Requirements
7 Other: including citostatics(en)
1.1.1.4  Small volume liquids

|- 1.1.2 Terminally Sterilised (processing operations Jor the following dosage forms)

1.1.2.1 Large volume liquids
1.1.2.3  Small volume liquids

1.1.3  Batch certification

1:2 Non-sterile products

1.2.1  Non-sterile products (processing operations for the following dosage forms)
1.2.1.1  Capsules, hard shell
1.2.1.5  Liquids for extemnal use
1.2.1.6 Liguids for internal use
1.2.1.8 Other solid dosage forms: Powders and granules(en)
1.2.1.11 Semi-solids
Special Requirements
7 Other: including antibiotics(en)
1.2.1.13 Tablets
Special Requirements
7 Other: including products with harmonal activity(en)
1.2.1.17 Other: Vaginal rings with hormonal activity(en)

1.2.2 Batch certification

Online EudraGMDP, Re! kay: 40293 Issuance Dale: 2017-02-23 Signatory: M-, Szilard Nagy
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[ Biological medicinal products (list of product types)

1.3.1  Biological medicinal products (list of product types)

1.3:1.5 Biotechnology products
[.3.1.6  Human or animal extracted products

f

1

1.3.2 Barch Certification (list of product types)

13,25 Biotechnology products
13.2.6  Human or animal extracted products

L

1.4.1  Manufacture of
1.4.1.4  Other: Biological active starting materials(en)

1.3
1.4 Other products or manufacturing activity

Packaging

1.5.1.11 Semi-solids

1.5.1 Primary Packing
L5111 Capsules, hard shel]
1.5.1.5  Liquids for external use
1.5.1.6 Liquids for internal use
1.5.1.8  Other solid dosage forms: Powders and granules(en)
Special Requirements

J 1.5.1.17 Other non-sterile medicinal produets: Vaginal rings with hormonal activity.(en)

|
7 Other: including antibiotics(en)
1.5.1.13 Tablets
Special Requirements
7 Other: including products with hormonal activity(en)

[ 1.5.2 Secondary packing

|_1.6 I Quality control testing

1.6.2 Microbiological: non-sierility
1.6.3 Chemieal/Physical
1.6.4 Biological

ti

2 IMPORTATION OF MEDICINAL PRODUCTS

21 Quality control testing of imported medicinal products

2.1.2° Microbiological: non-steriliry
2.1.3  Chemical/Physical

5
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2.2 Batch certification of imported medicinal products _,
2.2.1 Sterile products
2.2.1.1  Aseptically prepared
2.2.1.2  Terminally sterilised
2.2.2 Non-sterile producis
2.2.3 Biological medicinal products 7
2.2.3.5 Biotechnology products
2.2.3.6  Human or animal extracted products
2.3 Other importation activities
2.3.1 Site of physical importation B
2.3.2 Importation of intermediate which undergoes further processing
Clarifying remarks (for public users)
Authorized for manufacturing and packaging of vaginal rings with hormonal activity for Human
Investigational products only. For 1.6 Quality control testing: including quality control testing of active
substances and raw materials,
2017-02-23 Name and signature of the authorised person of the
Competent Authority of Hungary
National Institute of Pharmacy and Nutrition
Tel: +36 1886 9305
Fax +36 1886 9461
Online EudraGMDP, Ral kay: 40283 Issuance Date: 2017.08-23 Signalory. Mr. Szilard Nagy Page 4of 4
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English Licence No.: IM/IGKOD/2002/KOZJ/2382.
File No.: 11057/H/1762/2017

--- L hereby certify that this certified copy attached hereto is the true and correct copy of the
| original document ,,CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER”
consisting of 4 (four) numbered pages with seal and signature on the last page, without stamp
and duty stamp as presented before me, ----es-eemesccreoommme oo

--- Budapest, this 30" (thirtieth) day of August in the year of 2017 (two thousand and
i SO T . == e e
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APOSTILLE

(Convention de la Haye du 5 octobre 1961)

. Orszag: MAGYARORSZAG

Country: HUNGARY

Ezt a kézokiratot
This public document

. Irta ala: dr. Zaborszky Eszter Maria

Has been signed by:

. Minéségében eljarva: kozjegyzé / Notary

Acling in the capacity of:

. Az okirat pecsétjével dr. Zéborszky Eszter Maria kézjegyz6 / Notary

(bélyegzdlenyomataval) van
ellatva;
Bears the seal / Stamp of:

Tanusitja
Certified

. Helység: Budapest

At

. ldépent:  2017. 08 05.

(ev) (honap) (nap)

Date; (year) (month) (day)
. Kiallité: Magyar Orszagos kozjegyzéi Kamara
By: Hungarian Chamber of Civil Law Notaries
. Ugyszam: A01/2017/8388/2
No.: |
y/{,//’?ﬁ” ,,/
. Pecseél (bélyegzélenyomat) 10 Aldiras: e ';_'ff/ii// A
Seal/Stamp: Signature: Lr:/‘ikaw«"y&qu







National Institute of Pharmacy and Nutrition .
CERTIFICATE NUMBER: OGYEI/9215-3/2017

CERTIFICATE OF GMP COMPLIANCE OF A MANUFA!

Part 1

Issued following an inspection in accordance with -
Art. 111(5) of Directive 2001/83/EC as amended
Art. 15 of Directive 2001/20/EC

The competent authority of Hungary confirms the following: .
The manufacturer: Richter Gedeon Vegyészeti Gydr Ny:flwfi:bsg_i_ M;Yl;rjda Részvénytirsasdg (Richter
Gedeon Vegyészeti Gydr Nyrt.)/Chemical Works of Gg;féon RIE?:;er'PIc. (Gedeon Richter Plc.)

Site address: Gydmrdi it 19-21., Budapest, 1 103, Hﬁzgﬁagy

Has been inspected under the national inspectior g;quam' e in connection with manufacturing
authorisation no. HU-M-RICH in accordan - with "Art, 40 of Directive 2001/83/EC and Art. 13 of

Directive 2001/20/EC .

From the knowledge gain_e%’i’-duriﬁgfimpecno of this manufacturer, the latest of which was conducted on
2016-04-22 , it is considered that it complies with :

* The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC°

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to rgﬂg'c’:t the compliance status if more than three years have elapsed since the date
of that inspection. However, this period of validity may be reduced or extended using regulatory risk
management principles by an entry in the Restrictions or Clarifying remarks field. This certificate is valid
only when presented with all pages and both Parts | and 2. The authenticity of this certificate may be verified
in EudraGMDP. If it does not appear, please contact the issuing authority.

" The certificate referred to in paragraph 111(3) of Directive 2001/83/EC and 80(3) of Directive 2001/82EC, shall also be required for imports
coming from third countries into a Member State.

3
" Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database.,
? These requirements fulfil the GMP recommendations of WHO.

Online EudraGMDP, Rel key: 40293 Issuance Date: 2017-02-23 Signatory: Confidential Page 1of 4



Part2

Human Medicinal Products

Human Investigational Medicinal Products

1 MANUFACTURING OPERATIONS

1.1 Sterile products

1.1.1 Aseptically prepared (processing operations for the following. dosage forms)

I.I.1.1  Large volume liquids
1.1.1.2  Lyophilisates

Special Requirements

7 Other: including citostatics(en)
1.1.1.4  Small volume liquids

1.1.2 Terminally Sterilised (processing operations for the foilowmg do sage forms)

1.1.2.1  Large volume liquids
1.1.2.3  Small volume liquids

: F
o

1.1.3  Batch certification

1.2 Non-sterile products

1.2.1 Nen-sterile products (processing operations for the Jollowing dosage forms)

I.2.1.1  Capsules, hard shell
1.2.1.5 " Liquids for external use
1.2.1.6  Liquids for internal use
1.2.1.8 _Other solid dosage forms: Powders and granules(en)
1.2.1.11 Semi-solids
' Spemal Requirements

7 Other: including antibiotics(en)
1.2.1.13 Tablets

Special Requirements

7 Other: including products with hormonal activity(en)
1.2.1.17 Other: Vaginal rings with hormonal activity(en)

1.2.2  Batch certification

Online EudraGMDP, Ret key: 40293 Issuance Date: 2017-02-23 Signatory: Confidential ; . Page 20of 4



13 Biological medicinal products (list of product types)
1.3.1 Biological medicinal products (list of product types)

1.3.1.5  Biotechnology products
1.3.1.6  Human or animal extracted products

1.3.2 Batch Certification (list of product types)

1.3.2.5 Biotechnology products
1.3.2.6  Human or animal extracted products

1.4 Other products or manufacturing activity
1.4.1 Manufacture of

1.4.1.4  Other: Biological active starting materiaj,é(en)

1.5 Packaging
1.5.1 Primary Packing
1.5.1.1  Capsules, hard shell
1.5.1.5 Liquids for external use
1.5.1.6  Liquids for internal use «
1.5.1.8  Other solid dosage forms: Powders and granules(en)
1.5.1.11 Semi-solids C
Special Requ1renients
7 Other: including antibiotics(en)
1.5.1.13 Tablets ;
Special Requirements
7 Other; including products with hormonal activity(en)
1.5.1.17 Other nen~sf ile medicinal products: Vaginal rings with hormonal activity.(en)

1.5.2 Secondary pa_gk’fﬁg

1.6 Quality control testing
1.6.2  Microbiological: non-sterility

1.6.3  Chemical/Physical
1.6.4 Biological

2 IMPORTATION OF MEDICINAL PRODUCTS

2.1 Quality control testing of imported medicinal products
2.1.2 Microbiological: non-sterility

2.1.3  Chemical/Physical

0 (»r e
Oriline EudraGMDP, Ref key: 40293 Issuance Date: 2017-02-23 Signatory: Confidenti /\. < .W\“ A¥ ’3\\ rf-T’a;ge 30of 4




2.2

Batch certification of imported medicinal products

2.2.1 Sterile products

2.2.1.1  Aseptically prepared
2.2.1.2  Terminally sterilised

2.2.2  Non-sterile products '

2.2.3  Biological medicinal products

2.2.3.5 Biotechnology products
2.2.3.6 Human or animal extracted products

2.3

Other importation activities

2.3.1 Site of physical importation

2.3.2 Importation of intermediate which undergoes further processing

Clarifying remarks (for public users)

Authorized for manufacturing and packagiqg of vaginal rings with hormonal activity for Human
Investigational products only. For 1.6 Quality control testing: including quality control testing of active
substances and raw materials. :

2017-02-23 Name and signature of the authorised person of the

Competent Authority of Hungary

Confidential

National Institute of Ph armacy and Nutrition
Tel: Confidential

Fax Confidential

Online EudraGMDP, Ref key: 40293 Issuance Date: 2017-02-23 Signalory: Confidential Page 40f 4
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Certificate No.: OGYL...29.023.2.3 ... 1013

CEPTH®UKAT JIEKAPCTBEHHOT'O CPEICTBA!

Hacmosupuil cepmugpurxam coomsememeayem hopmamy, pexomendosannomy Beemupnoii

Opeanusayueti 30pasooxpanenus (BO3)

DkenopTHpYIOWAN CTpaHa (BeIalowAas ceprubukar): Benepun
Mvmoprupytowas crpana (sanpawusatomas cepruduxar); Mondosa
1. Toprosoe HauMeHOBAHHE H JIeKAPCTBEHHAS thopma nperapara:
B Benrpuu: HOPKOJIYT Taéaerku, 5 mr
(Norcolut 5 mg tabletta)

B cTpane — ummoptépe (ecnu ornyaetca):

1.1. JleficTBytoume Beimectsa’ u ux COflePIAHHE HA eHHHILY 03MPOBAHMA® :

Heiicmeyiouue gemecman Konuuecmso e edunuue dozuposanus
Hopamucmepon 3,00 me

HHpopmaurs 0 MONHOM Ka9ecTBEHHOM COCTARE, BKTIOYAT BCIOMOTATENbHbIE BELIECTRA,

npwiaraercs’;

1.2. MiMeeTes i perHeTpaliHOHHOE YI0CTOBEPEHHE Ha PeamH3aLHIO W UCTIONL30BAHHE JAHHOTO

JIEKAPCTBEHHOTO CPEACTBA B CTpaHe skenoprepe? ° Ja

1.3 Peanusyerest i daktiuecky aHHOe eKapeTBeRHOe CpelcTRo B cTpaHe-akcnoprepe? Ja
Ecau orset Ha Bonpoc 1.2, — JIA, 3anonuuts IYHKT 2A U IIPOITyCTHTE myHKkT 25,

Ecnu orper Ha Bonpoc 1.2, - HE'I_', IPOTTYCTUTE TYHKT 2A | 3ar0MHHTS myHicr 25°,

2.A.1. HoMep perucTpammonHoro YAOCTOBEPEHHS H Ja1a BbiIaYH:

Homep: OGYI-T-3453/01
Hara seigaun: 17.12.1973.

[Moamucs YOOJTHOMOYSHHOIO JIMLA!

5 2:Dr. Hilda Kész631 Szala
eﬁr{f@}hpanworo lipexropa

i

IMewars u gata: 17.01.2013.




Certificate No.: OGY w2352 /2013

2.A.2, lepiatens perucTpalMoHHOrO YAOCTOBEPEHH! Ha /IEKAPCTBEHHOE CPEACTRO (HA3BAHME M

azipec):
Haspauwue: OAOQ «I'eneon Puxrepy»
Anpec: Benrpus, H-1103 Byaanemr, ya. Hempen, 19-21.

2.A.3. Craryc epkarens perucTpalHonHOro YAOCTOBEPEHHS Ha JiekapcTBeHHOe cpecTaos (B

COOTBETCTBHH C KATErOPHAMH, YKA3AHHBIMH B IPHMEYaHUM 8)

a. Iipouzeodurmens zomocoii NEKAPCMBEHHOL (OPMBL AGAACICH 0OHOBPEMEHHO U
OMEEMCMEEHHLM 30 KAUeCmeo i eninyck @ 06opom npenapama.

2.A.3.1. Haspanue u apec MecTa nMpoH3BojcTBa JIEKapCTBEHHOr0 CPENICTBA /1A KaTeropuit «6», «s» u

((l".'»gi

2.A.4. [punaraeres u kpatkoe 06ocHOBaHMe pemterus o peructpaunn?'’ Hem
p P P

2.A.5 SIBnAeTCS 1M MPEACTABISHHAS B MPUNOKEHUH HHGOPMALS O IEKAPCTBEHHOM CPEACTEE MONHO

H COOTBETCTBYIOIEH PErHCTPALIHONHLIM ZOKyMeHTaM?' | ne npusenumo

2.A.6. 3asBHTENTS Ha NOTYHEHHE CEPTHOMKATA, ECAH 3TO He AeparTe)b PerHCTPalHOHHOTO

YROCTOBEPEHHSA Ha IEKAPCTBEHHOE CPE/CTBO (HAsBakMe u aapec)'™:
2.5.1. asmurens (Ha3saHue u anpec):
2.B.2. Craryc sassurens (B COOTBETCTBUH ¢ KATErOpHAMH, YKa3aHHEIMH B IpHMeYaHHH §):

2.5.2.1. Hassanue 1 azipec MecTa [POH3BOACTBA JIEKAPCTBEHHOTO CpencTBa A/ KaTeropuit «6», «By» U

((I‘))9:

2.B.3. TlpyauHa OTCYTCTBAS PErHCTPALMK:
2.5.4, Tpumeuanus '™

3. Ilposoisrrest Tu OpraqoM, BLIIAIOUIMM CEPTHOUKAT, EPHOMYECKHE HHOMEKLIHORHEIE TPOBEPKH

NpeANPHATHA (NPOHIBOACTBEHHOTO YYACTKA), [IPOH3BOAMIErO nexapcTeeHHOE cpenctso? ! Ja

Ecnu ne nposonaTes, o caexmyer nepeitty k TyHKTY 4,

[Toammcs YOOJHOMOYEHHOT'O JIMIIA:

{0
Dr. Hil%a}&sze i'Szalai

3amecturens enepamsuoro Ipekropa -
[Teuats 1 mara: 17.01.2013, B




Certificate No.: OGYVuuunertm @B /2013

3.1. TleprognanocTs nragoBsx MPOBEPOK (B rogax): no Kpaiinesi mepe 3 200a
3.2. [poBojuiack i HHCHEKIHOHHAS [IPOBEPKA NPOH3BOACTBA ITOrO THINA JIEKAPCTBEHHOM (bopmsl
FOTOBOrO IEKAPCTBEHHOTO cpeactna? Ja

3.3 CooTBeTCTBYIOT /1M NOMeLLEHMS, obopynobaHite u NPOU3BOACTEEHHBIE [IpoLeccsl cTanaapTaM

GMP, pexomenosannsiv Beemuprot Opranusanueii 3apasooxpanenus?'® Ja

4. [TpusHaet mu opraH, BELAAIOLL I CepTH(HKAT, MPECTABCHHYI0 3asBHATENIEM HH(bopMaLHIo

YAOBJCTBOPHTE/BHOH MO BCEM ACTIEKTaM NPOM3BOACTBA JIEKAPCTBEHHOrO cpencrea?’® Ja

Eecnu ver, To moscHuTs MPHYHHY!

Haumverosanue 1 anpec opraua, ssigatowero cepTHdHKAT:
Hayuonansuurit Hucemumym Dapmayuu

H-1051 Byoanewm, yn. 3punu d, 3. Benzpun

Tenedon: +36-1-886-9300

Daxc: +36-1-886-9460

[Moanues YIIOJIHOMOYEHHOTO JHTIA;

IMewars u gara: 17.01.2013.




Certificate No.: OGY1/.....Ze2.0.3.7%.........12013

HOPKOJIYT raéneriu, 5 mr

Cocras
Norethisterone Ph.Eur. 5.00 mg
Potato starch Ph.Eur. 0.75 mg
Magnesium stearate Ph.Eur. 1.00 mg
Silica colloidal Ph.Eur. 1.00 mg
Gelatine Ph.Eur, 1.50 mg
Talc Ph.Eur. 3.00 mg
Maize starch Ph.Eur, 4525 mg
Lactose monohydrate Ph.Eur, 92.50 mg
Total weight of one tablet 150.00 mg
\
[Moamacs ynoTHOMOYEHHOrO JIHLA; ‘
' L
Dr. Hilda Készegi Szalgj . Y\
3amectHTeNs [eHepaTsHOrO I.[tflper(mpé
MMeuars u gara: 17.01.2013, /
e k¥



OfLacHenns K cebuiKam:

1

Hacrosummit ceprucuxar, cooteeTcTRYIOIMIL (hopmaty, pexomenaopanEomy BO3, YCTAHABIHBALT
CTATYC NICKAPCTBEHHOTO CPECTRA H JaABUTENA HA NONYIEHHE cepTH(pHKATA B IKCIOPTHPYIOMIEH
crpane. CepTHOHKAT BLLIAH TOXBKO HA OIHO KOHKPETHOE NIEKAPCTBEHHOE CPEICTRO, TIOTOMY 4TO
OPTaHU3ALuLT IPOH3BOACTBA U YTBEPIKACHRAN HHOOPMALHA PASAHYHLIX JIEKAPCTBEHHEIX (POpM 1

AO3HPOBOK MOTYT pasiiMMaTsCA.

Io BOIMOKHOCTH CEMYET BCerta HCIOMB30BATE MEXAYHAPOOHBIE HENATEHTOBAHHLIE HAsRaHHA (MEIH)

HITH HAHOHATbHbIE HEMTATEHTOBAHHEIE HAZRAHIS,

B ceprutpuxare wimi 8 upunoxennn k Hemy xomKHa GbiTh YKa3aH MOMHBIN KadecTBeHHbI cocTas

TOTOBOTO IEKAPCTBEHHOTO CcpencTsa.

Kemarensuo npescrasuts noapobiyio HH(BOPMALIIO O KOJIMYECTBEHHOM COCTABE, HO Takasg

HH{E}O})M&I{LUI HMPeICTaBIgeTCa TONBKO ¢ COracHs ACpIKATENS PErHCTPALMOHHOTO YAOCTOBEPEHHH.

B xauecTse MPHIIOKEHIA clielyeT NpeLcTABHTS MOAPOGILyI0 HIQOPMALIIO 0 MOBLIX YKAIAHHBIX B
PETUCTPALHONHBIX IOKYMEHTAX HA JIEKAPCTBEHHOE CPE/ACTRO OrPAHHYCHMUAX B OTHOLICHHH peaH3aluy,

PacOpene/ICHHA HITH [PUMEHE HUS NIEKAPCTBEHHOIO CPEJICTBE, €C/IH TAKOBLIE UMEIOTCH,

[Tynxrer 2A w1 2B 83aMMHO KCKIUQUAIOT APYT npyra.

Ecmn se1zano BPEMCHHOE PerHCTPalHOHHO. YROCTOBEpEHHE HIH JICKapCTBEHHOE CPELCTRO elle He

3aperHcTPUPOBAHO, YKa34Th 3TO.
HY)KHO yKasaThb CTaTyc JepKaTesd PErHCTPALIHOHHOrO YAOCTOBEPEHHA Ha JICKAPCTBEHHOE CPEICTRO!

a.  [IpoussoauTens roToBOM JiekapeTBeHHOM GOPMBI ABASETCH OZHOBPEMEHHO H OTBETCTBEHHEIM

3a K24YCCTBO W BEINYCK B 050[)0'1‘ JICKApCTBEHHOTO CPEACTRA, |

6. Ocywectaiser pachaconky H/HIH YIAKOBKY JIeKAPCTBEHHOTO CPeCTBA, MPOHIBEACHHOTO
HPYTHM NPEANPHATHEM, B TO XK€ BPEMs ABIAETCH OTBETCTBEHHBIM 33 610 KATECTRO U BBIYCK B

ofopor.

8. He yuactsyer B npoussoactne, pacdacoske wuim YIaKOBKe JIEKAPCTBEHHOIO CPe/ICTBa, HO

ABJIACTCH OTBETCTBEHHLIM 32 €ro KauecTBO H BBIITYCK B 050})0‘1’.
r. He YHacTBYET HH B OJIHOM U3 BBILIEYKA3aHHBIX OPOLECCOB,

3ta HHOPMALHS MOXeET GEITh MPeACTABAEHR TOIBKO ¢ COTJIACHS C ACPIKATEJIS PETHCTPALHOKHOTO
YAOCTOBEPEHUA, HIIH, ECITH JIEKAPCTBEHHOE CPEACTBO Ha 3APETUCTPHPOBAHO - 3ARBHTEIS PErHCTPALIHIL
Orcyrersue 3ol nidopmanmy s ankere CBHJICTENILCTBYET O TOM, HTO AaHHAL CTOPOHA HE Aana
COTNacHs Ha ee BrOYeHHe. ClielyeT OTMETHTS, YTo HE(GOPMALHA 0 MecTe TPOH3RO/ICTRA ARIACTCH
HACTBIO PErHCTPALMOHHOrO YAOCTOBEPEHN . B cirynae H3MEHEHHS MecTa TPOM3BOJICTRA B
YROCTOBCPEHHE NIOMUKHBI GhITh AHECCHE! COOTBETCTBYIOUINE KIMEHEHHA, HHAYE OHO CTAHOBHTCA

HEACHCTBHTR ML HBIM.
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Mox KpPaTKHM 060CHOBAHHEM NOHHMACTCA DOKYMEHT, COCTABIAEMBI i HEKOTOPBIMHY HallHOHAILHBIMH
PETYNATOPHLIMKY OPraHaMH, B KOTOPOM KpaTko oTpaxkaeTcs TeXHHUSCKoe 000CHOBAHUE [ANIA BRIIAYH

PETHCTPALHOHHOrO YAOCTOBCPEHHA,

9T0 OTHOCHTCA K MH(OPMALIMHK O NEKapCTBEHHOM CpeCTBe, YTBEPIACHHOMR YIOJHOMOYEHHEIM
HallMOHANBHLIM PETYIATOPHEIM OpraHoM , HanprMep obuiel XxapakTepucTHke npemapata (Summary

Product Characteristics - SPC).

B zanHOM crydae 1A BsLIaTH cepTH(UKATA TPEBYeTCA paspelieHIe ACPKATENT PETHCTPAUHOHHOTO

YAOCTORBEPEHHS, KOTOPOE MOJLKEH PEAOCTABUTL 3aABHTE, HA BELAATY CEPTHOMKATA.
Yxazath NPUUHHY OTCYTCTRUA PEFHCTPALIMH:

a. Jlexapcrsenrioe cpeacTso Gbu0 paspaboTaHO HCKIOUHTETLHO ANs JIEYEHUS COCTOMMMY, B
HacTHOCTH TPOMHIECKHX 3a00/1eBaNMI, KOTOPLIE HE ABASIOTCA IHAEMUUECKHMH B CTPAHE

IKCIOPTE;

6. Cocras JIEKAapCTBEHHOrO cpescTBa ObITI0 HIMEHEHO B LIEAX MOBBILEHUS eT0 CTaGHNLHOCTH B

TPONHYCCKHX YCITOBHAX,

8. Cocras JEKAPCTBEHHOTO CPCUCTRA 6bI10 HIMEHEHO B LEIAX MCKITFOUCHHS KOMTIOHEHTOR, He

PA3peLISHHBIX VIS HCITOJIB30BAHHA B JIEKAPCTBCHHBIX CPEACTBAX B CTPAHE UMmnopTa;

r. CocTan 1eKapeTBEHHOTO CPEACTBA GHIN0 HIMEHEHO B UEAAX BEITOMHEHHA HEBIX TpeGoBaHHH B
OTHODICHHH MAKCHMAMEHOIO COACPKAHMA ASHCTRYIOLICrO BEIECTRA B FOTOROM EKAPCTRBEHHOM

cpeicTne;
i, JIpyrue NpUuMHE, KOTOPBIC LOMKHE! ObITh 06BACHEHNI,

«He mpHMEHHM) - O3HAYAET, UTO NEKAPCTBEHHOE CPELCTBO POMIBOMITTCI HE B TOH CTpaie, Tie
BBIAASTCA CEPTHOUKAT HA HErO, H N03TOMY MHCMEKTHPOBAHHE (IPOBOAHTCA I0f, KOHTPONEM OPraHOB

CTPaHBI-TPOHIBOHTEIIS,

TpeGoBanns 10 COOTBETCTRYIOWE!! NPaKTHKE MPOMIBO/ICTAA U KOHTPOIS KAYECTBA NEKAPCTBEHHOTD
CpeACTBa, YKA3ARKEIE B CCPTUPHKATE, COOTBETCTRYIOT TEM, KOTOPHIE BIUTIONEHE! B oTdeT No 32
Komurera Dkenepron no cremmuiammy nexapetsennsix cpeacts (WHO Technical Report Series No.
823, 1992, Annex 1), Komurerom akenepros BO3 mo GHonoruueckoi CTANZapTHIALHH GhLIH
c(hopMyITHpOBAHbI CrieLHaTLHEIE PEKOMeH/IaLKK 110 GHoNorueckol cranaprasauun (WHO Technical
Report Series, No, 822, 1992, Annex 1).

JlaHHBIH IYHKT CAE/yeT 3aNONHUTh B TOM CITydae, eCliH AePKATeNh PErHCTPALMOHHOIO YIOCTOBEpEHNS
WIH 32ABHTECIL COOTRETCTBYLT CTATYCY «6» WM «BY, KOTOPBIE OIMCAHE! BBIIIE B MYHKTE 8. D10 0c0b0
BaWKHO, KOTAA B NPOLECCE MPOH3IBOACTRA IEKAPCTBEHHOTO CPEACTBA IPUHUMAIOT YUacTHe 3apyGencisie
naprHepel. B oTHX cayyasx sasBuTeNh N0MKEH NPENCTABHTS B OPraH, BHLAAIOMAI cepTHHKAT,
AH(OPMALMIO O TOM, KaKHe CTOPONB KOHIPAKTA OTBEUAIOT 32 KA I6IH 3TaIT npouecca MPoMIBOACTRA
FOTOBOIO NEKAPCTBEHHOIO CPEJCTRA, @ TAKKS CTENeHDb M OPMY JIEOGBIX THIOB KOHTPOJIA JEATETEHOCTH

KX0H U3 3THX CTODPOH.
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