’q?'ggep,anisrﬁaa cjny>i<,'6’a' 110 BeTEPHHAPHOMY H (PUTOCAHHTAPHOMY HaJ30py

3akaoueHune
0 COOTBETCTBHH MPOU3BOAUTENS (MHOCTPAHHOTO MPON3BOANUTENS ) JIEKAPCTBEHHBIX
CPEICTB [UIst BETEPHHAPHOTO NPUMEHEHMS TPEOOBAHHAM MPaBHII
HAJIe)KALIEeH NPOU3BOICTBEHHON NPAKTHKN
RO R

DegepanbHag cayx0a N0 BETEPUHAPHOMY H GHTOCAHHTAPHOMY HAA30PY NOATBEPKIAACT, YTO

«®puynkem C.n.A.» («Friulchem S.p.A.»)

BaRie (il TN anumw.mmu(m--- TP ) ) KA P T HLX cpc,mmln.r:um PHHAPHOD K

Bua can Mapxo 23, 33099 Bmsapo (HopneHOHe) HTaJTlriﬂ

HaXOJLIIUMACS 110 a/IPECY

OCYIICCTBIAOIINIT NPOH3BOACTBO JIEKAPCTBEHHEIX CPEACTB WIS BETEPHHAPHOTO NPAMEHEHHA 110 apecy

Bua can Mapko 23. 33099 Busapo (IMopnetone), Utanus

24.06.2022 o 220-GMPI2F |

Ha OCHUBAHMH HHCHIEKUHOHHOTO OTHETA OT

cooTBeTCTBYET TpeboBanuaMm IIpaBun HaajekameHd NPOW3BOACTBEHHON NPAKTHKH
EBpasuiicKOro »KOHOMHYECKOTO CO3a, YTBEpPKISHHBIX peimeHnem coseta Espasmiickoii
IKOHOMHUUECKOIT KoMHeenH ot 3 HoaOpa 2016 1. Ne 77, 1 MOKeT 0CYIIECTRILSITE TPOH3BOACTBRO
JICKAPCTBEHHBIX CPENCTE 8 BETCPHHAPHOIO IPUMCHEHHS COINIACHO MPHIIOKEHUIO
K 3aKmOYEeHHI0, SBISIOMEMYCs HEOTHhEMIIEMOIT E€r0 4acThio.

Hacrosiuee sakiodeHne MOATBEPIKIACT COOTBETCTBHE NPOM3BOAMTENS (HHOCTPAHHOIO
NPOM3BOANTENA) NEKAPCTBEHHbIX CPENCTB /ISl BETEPHHAPHOIO MPHMEHEeHus TpeGoBaHuIM
[Mpapun HajuIesKaLIEit MPON3BOACTBEHHOIT MpakTHKN EBpasuiickoro 3K0HOMHYECKOT0 COK3a,
YTBEPKACHHBIX pellieHieM coBeta EBpasuiickoll IKOHOMHYECKOH KomuccHM OT 3 HOsOps
20161 Ne77 Ha javHOil NPOM3BOACTBEHHOII TUIOMIALKE

| Mapra 20?2 04 Mapra 2025

L m« . »

 (®ILO, Aonoctn)

29.06.2022

Jln-ru m.mnuu

000549
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[Ipunokenue K 3aKIIOUEHUIO:

[pou3BOACTBO U KOHTPO/IbL KAYeCTBa

L. IPOU3BOJCTBEHHBIE Ol'[EPAIIl/lI/l -
JEKAPCTBEHHBIE CPEIXCTBA

(0003HaYNTH HYIKHOE 3HAKOM «X»)-

1. CrepnibHble JeKapcTBeHHbIE upemlpa'rt.l

D 1. JlekapcTBedHbIe [IPENAPAThL H'pITF‘C}'I‘OBJICHHhm
ACCHTHYECKMM IyTeM (onepaLnn OOpaOOTKH s cneuy}onmx
JIEKapCTBEHHBIX (bopM)

[ ] semmcne nexapersenmbic ¢dopmsl Boneoioro oGBcMa
D MKHAIKIE JeKapcTBEHHble ()OPMBI MAJIOTO 0O6beMa
[] aucniepcnn

D JTMOGUITN3ATE

[ ] vBepasie nexapcTaennbe (hOpMBI H HMNJTAHTATh

[ ] msrkue nexapcrenttie opMbl

] npoune JeKapCTBEHHBIE TIPENaparsl

© (yxamaTe BUCL POIVE A —t
D 2. JIeKapCI BEHHbIE MPEMAPaThi, nonnepra}omnec:ﬂ CIZ)MHI/IIHHOH

CTepuIIy3anny (onepanuy o0paboTky AN CASOYOUINX
JIEKapCTBEHHBIX (hOpM):
D XHIKHE IEKAPCTBEHHBIE (GOPMBI HOALIIOTO 06BeMa
[I KHUIKHE JICKapCTBCHHBIE (DOPMBI Maloro obsema
|:| TBEPIbIC TEKAPCTBEHHBIC (HDOPMBI ¥ HMIUIAHTATEL
I:I MSTKHE JIEKAPCTBEHHBIC (JOPMBE ‘
[___] NpOYHE JIEKAPCTBEHHBIE [IPEIapaThl, JEKAPCTBEHHbIE
bopmbr
o el < b e L e e
(yKasath BIQ NPOAYKIIGI HTH ACHTCABHOCTH)
D 3. BrlITycKalouinii KOHTPOb KauecTsa
2. HecTepuibHble TeKkapcTBeHHbIE Mpenaparhbl

X] 1. HecTepHibHEIE JIeKapCTBEHHbIC PEnapaThl (OnepamuH
0BPADOTKH JUTS CHEYKIMX TEKAPCTBEHHELY. (OPM):

[:| Karcysibl B TBEpaoil 000m0uKe
D Kancysnbl B MArkoil o6onoyxe
[ ] wmmpernuposanssie nexapcraeHubie GopMBI

[ ] suaxue nekapcTBenHble opME! TS HAPYKHOTO
TIpYMEHEH s

[ ] xwaxue nexapcTeenHbIe GOPMBE 115 BHYTPEHHEDO
NPUMEHEHHS

[ ] mpoune TBepaple nekapcTaeHHBIE HOpMBI
[:] npenaparsl, HaXOJALIHECs O/ HaBIEHHEM
D MATKHC TEKAPCTBEHHbIE HOPMBI

D CBEYH (CYIMIO3ZUTOPHI)

D TabneTky

TIOPOLLIKH

|:] FpaHyJibl

[ ] rpancaepmanbhbre TIACTHIPH

(] npoune nexapcraenble (pEnapatsl, JEKAPCTRSHHELE
tdopmbl =

(yk-ﬂd’rb Bll I I'lp().’l) l\uHH IUIH IIK.“TC"IbHOCTH)

N/
2. Brinmyckaroluii KOHTPOJL KayecTsa

79 06. 2077 No GMP 67/22

3. Buosoruueckie feKapcTBeHHbIe CPeACTRa

D |. brionorHyeckue nexapcTBeHHBIE CPEACTBA

[ ] mpoayxrerkposu
[ ] mmmyHOsOrHMYECKas IPORYKLIMS Ha OCHOBE XKHMBBIX
MHKPOOPTaHH3MOB E
[ ] ummyHONTOTHYECKas IPONYKLMS HA OCHOBE
— MHAKTHBHPOBAHHBIX MAKPOOPraHW3MOB WI AHTHICHOB
D TPOLYKTHI Ha OCHOBE COMATHYECKHX KIIETOK
D TeHOTEPANEBTUUECKHE POAYKTB
~ [ | mpomykre! TkaneRo# HHKeHEpHH
[ ] 6rorexnonormyeckas npogykuus

Ij OPOAYKTLI, IKCTPATHPOBAHHEBIE H3 MHUBOTHBIX HCTOUHHKOB

[ ] npouas nponyxuus

= (yKa3aTk BHA NPOAYKLMH WALl ACATETLIIOCTH)
I:l - Beinyckarowiii KOHTPONTE KauecTBa (NEepeyeHnb THIIOB

[PONYKIUH):

[ ] upoayxrsr kposyu

1] HMMYHOMOTHYECKA TIPOLYKHUS

[ ] nponykre! Ha 0CHOBC COMATHYCCKHX KICTOK

[ ] renorepanesTudeckne npoayKTbl

[ ] npomyxrer TkakeBoi HEKeHEpHHA

[ ] 6uorexuonorndecxkas nposyKiHs

] MOy KTL, KCTPArHPOBAHHBC M3 KHBOTHBIX HCTOYHHKOB

[] Tpouas IpoAyKUMS

~ (YK32Th BHI NPOXTYKUHH AN ACATENLITOCTH)
4. llpoussoncTeo papManeBTAIECKOI CyGCTaAHIMM
D 1. CrepnibHast MPORYKITHS:
[ ] myrem Binenenus
[ ] myrem crnresa

I:] 2. HecTepunbHas NpOTyKIHs:
[ ] nyrem shinencums
D' nyTeM CHHTE3a

= e Hposaﬂ NMpoxYKUMA WIH NPOH3BOACTRBEHHANA JesATEJbLHOCTH

l:l 1. ITpon3eogcrio:
s D-paCTHTeHbHOﬁ NPOAYKLMH
D FOMEONATHYECKOH HPOLYKLIUH
]:’ NpoHas NPOAYKIHA

()ﬂ'lﬂ'l’k ﬂ“."l ﬂpoﬂ\’ﬁll.lill [t ﬂtmﬂhf!ﬂc"ﬂ
D 2. CTepunmaum AKTHUBHBIX BEUIECTB, BCHOMOIATC/BHBIX

BEMICCTB FOTOBOH MpOyKLIH:
[ ] -dunsrpanya ;

[ ] cyxoxaposas crepunmaunﬂ

[_] crepunsauus napom

D_;(HMH'—ICCK&H CTEPHAH3AITHA

[ ] crepunnsauus ravma-H3mydennem

[ ] crepumsaws onexTpoHHbIM H3TyUCHHEM

]:] 3. 1 potee

~(VKG30TH BIL NPOAYKLAK HAN ASATEABHOCTH)




4. IlepBuuHas (BHYTpEHHSA) yNaKoBKa:
D Karicynsl B TBepAoi 06omouke
|___| Karicysel B MATkoi o6omouxe
D MMIOPETHUPOBAHHBIE JICKAPCTBEHHBIE (POPMBI

[ ] sunxue nexapcTBeHHEIE OPMEI 1151 HADYKHOIO
[PUMEHEHHUS

[ ] sunxne nexapereenmbie hopmsl 1 BHYTpeHHETO
TIPUMEHCHHS

(] mpoune TBepapie nekapcTBenEEE GOPMEI

[ ] npenaparsi, naxoasiuecs nox AaBIeHHEM

[_] msarkue nexapcteennsie hopmet

I:I CBeuH (CYNMO3UTOPUN)

D TabneTkH

[] rpancaepmansasie niactsipn

& NpoYast IPONYKLHS, JeKApCTBEHHbIE (HOPMbI
MOPOLLIKH

{yxa3aTh B NPOTYKIN! NI AeATenbHOCT)

5. Bropuynas (moTpeOnTeNnbCKas) yIaKOBKa

6. Brimyckatomuil KOHTPONb KadecTBa

7. MuxpoOnonorinyueckoe TeCTHPOBaHHE: CTEPUILHOCTD

8. MuxpobHoIoruyeckoe TECTHPOBaHNE: HECTEPHILHOCTE

9. Xumuueckoe (HU3HUECKOe) TECTUPOBAHUE

10. buonoruveckoe TeCTUpOBaHHE: aHOMATIbHAS TOKCUYHOCTh
11. buonoruyeckoe TeCTUPOBAHHIE: TUPOreHHOCTh

12. buonoruyeckoe TecTUpoBaHue: HaKTepuaibHEIE
SHIOTOKCHHEL

13. Buonoruueckoe TCCTUPOBAHUC: UCIIBITAHUC HA THCTaMHWH

X
X
B
=
0
N
O]
]
=
i

14. bronorudeckoe TCCTHPOBAHHUE: UCIILITAHUE HA
JIETMMNECCOPTILIE RETECTNA |

I___| 15. Buonoryueckoe TeCTUpPOBaHUE: ONpEReIeHHE
aNTHMHKPOOHOH aKTHBHOCTH METOIOM JHGQY3HM B arap

[ | 16. bruonornueckoe TeCTUpOBaHUE: APYrHE

3amectutens Pykosonmrens K.A. Casenkos

(®.N.0., nonkHocTb)

29.06.2022

(JaTa BBLIAYH 32KJIFOUCHIA)

~_-II.XOHTPOJIb KAYMECTBA IIPU UMIIOPTE
' JEKAPCTBEHHBIX CPEACTB
(0003HATUTH HYKHOE 3HAKOM «X»)

|:| 1. KOHTpOIh KauecTB4a HMIIOPTHPYEMBIX JIEKaPCTBEHHbIX
CpelCTB:

MHKPOOHOIOTHYECKOE TECTHPOBAHME: CTEPHIIBHOCTE

MHKpPOOHOIOTHYECKOE TECTHPOBAHHE: HECTEPHIBLHOCTD

XUMUYECKOE ((hH3MIECKOE) TECTHPOBAHHE

OHOIOrHYeCKOe TECTHPOBAHNE: aHOMANBHAN TOKCHUHOCTH

OHOJIOrHUECKOE TECTHPOBAHHE: MHPOTEHHOCTH

B6UOIOrHYECKOe TECTHPOBAHHUE
OHIOTOKCHHBI

: baxTepHaNbHBIE

OHOIOrUYeCKoe TECTHPOBAHWE: UCIIBITAHHE Ha TUCTAMHH

OHONIOTrHYCCKOC TCCTHPOBAHHC
IIETIPECCOPHBIE BEIIECTBA

. HCHBITAHHE Ha

Onosornyeckoe TeCTUPOBaHUE: OfpeaeaeHne
aHTUMHUKPOOHOH akTHBHOCTH MeToAoM Anddy3un B arap

GHOIOTHYECKOE TECTHPOBAHAE IPOUEe
MPOXYKTbI KDOBH

R 0 5 [

|__—] HUMMYHOJOTHYICCKaA MPOAYKIUSA

D MOPOXYKTEI Ha OCHOBE COMATHYECKHUX KIIECTOK

D CEHOTCPATICBTUYCCKHUE TIPOOYKThI

[j NIPOOYKTH] TKaHeBOM WHXCHEPHH

D OHOTEXHOIOTHYECKas IIPOAYKLIHA

D OPOITYKTHl, SKCTPATHPOBAHHEIC U3 XHUBOTHLIX HCTOYHUKOB

[] npouas MPOAYKLHsl

{yKa3T1, BUA NPOAYKLMI WIH ACATENHEACTIN

|:] 2. Tlpouas KeTeNLHOCTH 110 HMIOPTY (BBO3Y):

[ ] mnomanka ¢pusmyeckoro ummopra (sBo3a)

I:I MAMIIOPY HPOMEKY TOHHOLO LIPOUYKTE, [TOABEPIAHOLUELOCH
nmanbHeUmel obpaboTke

[ ] npouee

T ¥HITL, DA NPOAYKUNI HITN ASHTEALIOCTIL)




