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CERTIFICATE OF GMP COMPLIANCE

We certify herewith

that the company Hepart AG, Esslenstrasse 3, 8280 Kreuzlingen with its site Hepart AG,
Esslenstrasse 1, 3 und 7 / Unterseestrasse 47, 8280 Kreuzlingen, Switzerland, has been
duly authorized to manufacture and distribute active pharmaceutical ingredients (APIs) and
medicinal products;

that the company is manufacturing the following dosage forms:
e solid dosage forms

the authorized activities are limited to medicinal products which are sold in Switzerland as non-
prescription medicine;

that the finished medicinal products put on the market in Switzerland by the company are
subject to appraisal and authorisation by our agency;

that the company is keeping the required level for good practices in the manufacture of active
pharmaceutical ingredients (APIs) and medicinal products according to the Swiss regulations
in force. These regulations are in accordance with the requirements for good practices in the
manufacture and quality control of the Pharmaceutical Inspection Convention /Co-operation
Scheme (PIC/S) and the Directives of the European Commission;

that the manufacturing plant of the company is subject to official periodic inspections; the last
regular inspection was conducted on September 6, 2018;

that the requirements regarding manufacture and quality control for active pharmaceutical in-
gredients (APls) and medicinal products for export are identical to those applicable to active
pharmaceutical ingredients (APIs) and medicinal products sold in Switzerland.

Berne, December 11, 2018 Swissmedic, Swiss Agency for
No. 18-2521 Therapeutjc Products
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01.04.A00 CeptudikaT Anlage BianosigHocTti HBIM 0

CEPTU®IKAT BIANOBIAHOCTI HBM

Mwu 3acBiguyemo,

wo KomnaHia Hepart AG, Esslenstrasse 3, 8280 KpoiuniHreH, Wo 3HaxoauTbca 3a aapecoro:
Hepart AG, Esslenstrasse 1, 3 i 7/Unterseestrasse 47, 8280 KpoiiuninreH, Lseiiyapis, 6yna
HaNeXHUM YUHOM YNOBHOBAXKEHA Ha BUPOOHMUTBO Ta PO3NOBCIOAMKEHHA NlIKapCbKMX 3acobis Ta
aKTMBHUX papmaLeBTUYHUX iHrpeaieHTiB (ADI);

WO KoMnaHia BUpobaae HacTynHi fikapcbki popmu:
® TBepai nikapcobKi popmu

3aKOHHa AIANbHICTb PO3NOBCIOAXKYETHCA BUKNIOMHO Ha Nikapcbki 3acobu, saki npoaaloTbea y
LWseruapii 6e3 peuenTy;

LLLO roTOBI NIiKapPCbKi 3acobu, AKi KOMNaHiA BUNYCKae Ha puHOK LUBeiiuapii, nianaraoTb ouiHyji Ta
3aTBEPAXKEHHIO HALWOK areHui€to;

Wwo KomnaHis 36epirae HeobXiAHWIA PiBEHb HaNEXKHOT BUPOBHMYOT NPaKTUKK NiKapcbKux 3acobis
Ta aKTUBHUX GapmaueBTUYHUX iHrpeaieHTiB (ADI) BiANOBIAHO A0 AiOYUX HOPM LWsenuapii. L
HOPMM BiANOBIAAOTL BuMOram KepiBHMUTBA WOAO HaNEXHOI BMPOBHMYOI NpPaKTMKM Ta
KOHTPONO AKOCTI KOHBEHUii Npo B3aeMHe BU3HAHHA Pe3ynbTaTiB iHCMEKUill NOTy»KHOCTel
BUpobHMUTBA nikapcbkux 3acobis/MnaHy cnisnpaui B chepi dapmaueBTU4HOro Harnagy
(KBBPIMNBA3/MNC®H) ta Aupektus Esponeicbkoi Komicii.

WO KOMMaHiA nignarae perynapHum oodiuiiHUM nepesBipKam; OCTaHHA 4Yeprosa nepesipka
nposoaunaca 06 sepecHa 2018 poky;

WO BMMOrM LWOAO0 BUPOBHMLTBA Ta KOHTPONK AKOCTI E€KCMOPTHWUX NiKapCbkux 3acobiB Ta
aKTUBHMX GapMaueBTUYHUX iHrpeaieHTiB (ADI) € iAeHTUYHUMU BUMOram, WO 3aCTOCOBYHOTbLCA
A0 Nikapcbkux 3acobiB Ta akTMBHUX apmaLeBTUYHUX iHrpeaieHTis (A®I), Wo npoaalTbCA y

LLisenuapii.

bepH, 11 rpyaHa 2018 poky

Ne 18-2521
Swissmedic, LLiBeiuapcbKa areHuis NikapcbKkux 3acobis
/nianucaHo/

[OokTtop leoprec Meceryep

/MNeyvatka: Swissmedic
LLisenuapcbka areHuia nikapcbkux 3acobis/
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CERTIFICATE OF GDP COMPLIANCE

We certify herewith

that the company Hepart AG, Esslenstrasse 3, 8280 Kreuzlingen with its site Hepart AG,
Esslenstrasse 1, 3 und 7 / Unterseestrasse 47, 8280 Kreuzlingen, Switzerland, has been
duly authorized to distribute medicinal products and active pharmaceutical ingredients;

the authorized activities are limited to medicinal products which are sold in Switzerland as
non-prescription medicine;

that the company is keeping the required level for Good Distribution Practices for medicinal
products and active pharmaceutical ingredients (GDP) according to the Swiss regulations in
force. These regulations are in accordance with the requirements of the Guidelines on Good
Distribution Practice of Medicinal Products for Human Use (2013/C 343/01) of the European
Commission as well as with the European GMP Part Il (Basic Requirements for Active Sub-
stances used as Starting Materials);

that the company is subject to official periodic inspections; the last regular inspection has
been performed on September 6, 2018;

that the requirements regarding wholesale of medicinal products and active pharmaceutical
ingredients for export are identical to those applicable to medicinal products and active phar-
maceutical ingredients sold in Switzerland.

that the finished medicinal products put on the market in Switzerland by the company are
subject to appraisal and authorisation by our agency.

Berne, December 11, 2018 Swissmedic, Swiss Agency for
No. 18-2524 g Therapeutic Products
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01.04.A00 CepTtudikat Anlage BignosigHocti HAM 01

CEPTU®IKAT BIANOBIAHOCTI HAN
Mu 3acsiguyemo,

wo komnaHia Hepart AG, Esslenstrasse 3, 8280 KpoiuliHreH, W0 3HaxoAuTbCA 33 afpecoto:
Hepart AG, Esslenstrasse 1, 3 i 7/Unterseestrasse 47, 8280 Kpouuninren, Lseiuapis, byna
HaNIeXXHUM YMHOM YMOBHOBAXEHA Ha PO3MNOBCOAMEHHA NiKAPCbKUX 3acobiB Ta aKTUBHMX
bapMaueBTUYHUX IHTPEAIEHTIB;

33aKOHHa AIANbHICTb PO3MOBCIOAMYETLCA BUKAKOYHO Ha NiKapcbki 3acobu, Aki npoaaroTbea y
Wseiuapii 6e3 peuenty;

LLLO KOMMNaHia 3bepirae HeobxigHWI piBeHb HaNeXXHOI ANCTPME IOTOPCLKOT MPaKTUKK NliIKapCbKUX
3acobis Ta akTMBHUX dapmauesBTUYHUX iHrpeaieHTie (HAM) BiANoOBIAHO A0 AiOYMX HOPM
Wsenuapii. Ui Hopmu BignosigatoTe  Bumoram  KepiBHMUTBA  WOAO  HaNEXHOI
AUCTPUB IOTOPCbKOT NPAKTUKK NliKapCbkux 3acobiB ana meauyHoro BukopuctanHa (2013/C
343/01) €sponeiicbkoi Komicii, a Takox Esponeiicbkoi HBIM, yactuHa |l (OcHOBHI BUMOrM Ao
aKTUBHUX PEYOBWUH, LLIO BUKOPUCTOBYIOTLCA AK BUXiAHI MaTepianu);

WO KOoMNaHiA nignarae perynapHum odiuiiHUM nepesipkam; OCTaHHA YeproBa nepesipka
nposogunaca 06 sepecHs 2018 poky;

WO BMMOIM LWOAO ONTOBOI EKCMOPTHOI TOPriBni NiKapcbKMmu 3acobamu Ta aKTUBHUMMU
bapmaueBTUYHUMMU  IHFPEeAiEHTaMU € IAEHTUYHMMM BUMOram, LWO 3aCTOCOBYKOTHLCA A0
NiKapCbKux 3acobiB Ta akTUBHUX papmMaLLeBTUUHUX IHTPEAIEHTIB, WO npoaatoTbes y Lsenuapii.

LLLO rOTOBI NliKApCbKi 3ac0bu, AKi KOMNaHiA BUNYCKA€E Ha pUHOK LLIBeiuapii, nignaratoTb ouiHLi Ta
3aTBepAXKEeHHIO HALWOo areHui€to.

bepH, 11 rpyaHa 2018 poky
Ne 18-2524
Swissmedic, LLIBeiiuapcbKa areHuis nikapcbkux 3acobis
/nignucaxo/

[okTop leoprec Meceryep

/NeuaTtka: Swissmedic
LLiBeriapcbKa areHuis nikapcbkux 3acobis/




