3AKPBITOE AKIIU
®APMALEBT

OHEPHOE OBIIIECTBO "LEPE3OBCKNAN
MYECKUM 3ABO/L"

MonTeayKacr TADJETKH,

8] l]!lﬂ! on PO RAUEC | BA

MACIIOPT Ne 332/21

NOKPLIThIE nienounoil oGoaouKoii, 10 My No3(

Cepus: BO607

Komtueerso yuaxonok: 6 320,000 yiak

al

yrereg; 05" 2021

Togren so: 04" 2024

Anams suinoasen 1o HJL NoJIT1-005207-160719, v No

Honep PY: JITT-005207

Hunenaug: Ne 00220-JIC o1 0F 08.2016

Cepruinkar; GMP-0052-000413/19 ot 19.09.1 9

Anpee nuomauiin: 623704, Pocens, Creputonekan 001acTh,

. Bepesonckuid, vil

Konbiepas, 133

Jlsnuenspn: Nel8-1285/6 or 25 (13.2020 (Gecepounad)

Ceprudugar; GMP-01 516/20/MK or 30.07.20

PecrivOrmka MakeIoHiu Vi Konze Nol88, 1000 Cronbe

1.2k UL s No 1k WIMITT

Anpo Benoro uak no4TH Oenoro uBeTa H
o00n0MKa KOpHYHERATOIo C Po3OBLIM
OTTCHKOM UBC1E

Ne n/n Hausenosanue noKasareaci [peGosanns IL1 PesyasTars amaania
Kpyrible ABOAKOBHIIYKIIBIC 1 abneTKy, 4 ; "
i Kpyrisie AB0AKOBLINYICIMC TalICTRY,
NOKPLITHE IEHOMHOH 0GON0MKOH
MOKPHITHIC IIEHOUHOT ofonouroit
KOPHUHEBATOr0 ¢ POSOBBIM OTTCIKOM LBCTA. )
’ KOPHUHEBATONO ¢ PO3OBBIM OTTSHKOM LBCTA.
1 Onucanue Ha nonepeMHOM Pa3pese BHlbL JBa Cos:

Ha nonepeuHOM paspese BHAILLL ABA CIOA:
AP0 No4TH GE0T0 UBETA K obonouka
KOPHMHICBATOTD C POBOBLIM OTTCHKOM UBETR

BoRKX. Bpems yiepiupatiis 0CHOBHOTO
{IHKa HA XPOMATOFPAMME HCIILITYEMOTO
PACTBOPA ACIHKHO COOTBCTCTROBATE BPEMCHN
YACPIKHBAHHA OCHOBHOTO KA HA
XPOMATOIPAMME CTAHIAPTHOTO PACTBOPA
MOHTEYKAcTa.

B2JKX. Bpema yAepikupain 0CHOBHOID NHKA
112 XPOMATOrPAMME HCITLITYEMOTO PACTBOPA
COOTBETCTRYCT BPEMEHH YIEPIKHBANNA
OCHOBHOTO [THKA HE XPOMATOrpaMMe
CTAHAPTHOID PACTBOPA MOHTCNYRACTA.
CriekrpooToMeTpHYecKiil, Vd-criekrphbl

[Mo I, 2 w3 KOHTYPHBIX HUCHKOBBIX
YHAKOBKH BMCCTE € nuucrpykLuedi 1o
MEIHLHHCKOMY HPHMCHCHHIO B MUKy #3
KAPTOHA /18 I0TPEOHTENLCKOR Tapbl 1k
HMIIOPTHOTO PAIPEIEHHOND K HPHMCHCHINO

B Pd

2 Toauniocts CrexrpofoToMeTpHHECKIH, Yd-criekTpht
110F101?1C1lﬂﬂ u"n?ny-\mm pucTnopa;:p OIOIEHHA HCTBITYEMOTO pacteopa u
4 - A L .
pacTBopa CTAHAAPTHOO ofpaszua EASTRGD: CTAIINER R 38 oipn
MOHTENYKACTA JIMIHKIOTCRCHIaMitHd B
MOHTCYKACTA IHUHKIIONCKCHIANMHHA B c)(’vmcnf ot 200 210 40’ 0 mimlm‘
oGnacti ot 200 20 400 nM ACNEKHL UMETL i oy T )
WAKCHMYMb it MY NI TIDH OZIHX 1 TEX MIKCHMYMBI # MHIHIMYMBI PH OUHHX # TEX
6 AT BOAR Ke JUIMHAX BOAH,
IKE | ;
CriekTpoloTOMCTPHHCCKHIL He menee 80 % min 98,4%
3 Pacrropenue Q) (C35H36CINO3S) MONTCIYKACTH HCPCa v °°
20 MuH max 100,6%
BIWKX,
Cosnepwatiie npumecn C - e Gonee 1,7 Y. 5
Couepranue npumecu B - ne Gonee 0.3 % B, Conepacmic NDINCE C - 0,07%.
: - L2 Neonepwanye npuveen B - 0,1 1%.
CoAcpKanie CyMMbl npnmeceii D E - ne : P P .
Saes 0.15 % Conepratue CyMMB! fIpUMeceit DuE-ne
C‘.{mepn:mmc npuvecn F - ne Gonee 0, 15 %. s i (Eo,icpncamlc ke
4 PoncTBEHHBIC IPHUMECH ConenmaNiie npHueci G - 11e.6onee 0,5 % oGuapywketto. Coaepaatie npuMect G-ue
-0 C MCC 3= e, o .
Co-lczmaunc c!:mm‘umﬁ oGnapyskeno. Coaepikaiie CuMHOM
Y J:
i HEHACHTY IDUMECH - HE
HenAeHTHOHIHPOBAHHOI NpHMecH - 1e €31/ ICHTHHUMPOBARKOR NpUMCCH © HE
Gonee 0.2 % pGHapyseno. CyMMapHOE COACpuanie
5 ,2 %.
® npunmccelt - 0,18%.
CyMMApHOE COACPIKANNE fipuMeceds - He P A
Gonee 2,7 Y.
5 MuKpoOMOIOrHHECKAs HHCTOTA Kareropus 3A Kareropus 3A
p
BIMKX
g . (X, 9,97
Or9.25 20 10,75 wr (C3SH36CINO3S) BOXX. 9,97 wr (C35HIGCINO3S)
6 |KonwuecTseHHOC ONpEACICHHC NOHTeAYKACTA CHUTAH A2 CPEHIOIO MACT MOHTC/YKACTA CHHTAA HA CPLIUHIOI0 MACCY
ﬁ&-‘;c’myk P Y hatierox
BN, Crocob 1.
7 OHOPOIHOCTD AOZHPOBAITIA o0 AV=2,0
AV<135
TTo 10 TAGACTOK B KOHTYPHYIO RUCHKOBYIO
YIIAKOBKY H3 NACHKL MA/amomunnivTIBX u [To 10 TaGIETOK B KOHTYpHYIO ANCHKOBYIO
onnri amoMiHIneBol AaKHpOBaNHON bt TYPHY Y
(nepsnunas ynakoBKa) VRAKOBKY 113 [ICHKH MA/amomunui/TIBX 1
Fips yasosse i 3:‘\().«5‘: snasR QosteTH anioMUHIEBO NAKUPORAHHON
‘biri’ \lyaucchc:mﬁ 3ano1»p ’ (nepBHUHAR YIIAKOBKA). Ynakoska na 3A0
8 Ynakopka P! : «BepeioBckHil (papmateBTHUCCKNTT 3880/ flo

3 KOHTYPHBIX HHEHKOBEIX YIIAKOBKI BMECTE ¢
WHCTPYKUMETT N0 MEAHLHHCKOMY
llpHMCHCH“IO 8 naduky 13 KapTona s
HOTPeOUTEALCKOR Taphi.
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9 Mapkuposka

[pu pacacoske Ha PETUIEK ©@APM OO0
Cronbe, peciyGnuka Maseonus 1a
KOHTYPHOI A4elKOROIH YNIKOBKE 1a pycckom
NILKE VKAIBIBAIOT, TOPIOROE HANMEHOBANHE
npenapara (CoBIANIeT ¢ MEKIYHAPOIHBIM
HCTIATCHTORAHHLIM HUHML'IIUBU.HH(‘.'M),
Ha3BAMME AekapeTentoi GopMil,
AOTHPOBKY, KOAHIECTBO TAGACTOK, TOBAPILIA
FHAK NPSANPHATHA-IPOISHOAHTCIA, HOMCP
CepHH, CPOK FMOAHOCTH.

[Tpu pacdaconke na PETUIEK GAPM 000
Crotibe, pecnybmuka MakeJoHus 1
ynaxoske Ha 3A0 «bepesoncinil
dapsanesTiueckni sanoy, Poccus ka
KaPTOHHOM HEMKE HA PYCCKOM H3bIKE
VEA3LIBAIOT, TOPIOROC HAHMCHOBAHHC
npenapara (COBNALACT ¢ MCKAYHAPOAHLIM
HENATCHTOBAHHBIM HAUMEHOBAHHEM),
Hasaanue aexkaperTneniol Gopmel,
HAUMCHOBANIHE, TORAPH LI 3HAK I aapec
ApeANPHUSTHA, OCYIICCTRINIOMETO
NPOIBROJCTRO H pacacoury
JICKAPCTBEHHOMO CPCACTRa, HANMCHOBAHKC,
NOTOTHI H ANPEC NPEATIPHATHA,
NPOH3BOAAIICTO VIIAKOBRY, HAIBAHHC H
COACPIKAHNHE ACHCTRYIOMCIO BCIECTBA B
ozoii Tabnetke, «lIpenapar cogepixuT
TAKTO3L MOHOTHAPATY, HO3HPOBKY,
KONMECTBO TaB/ICTOR B YNAKOBKE, «XPalHTh
& HCHOCTYITHOM A AeTeit Mectely, nomep
CepHi, AATY NPOH3BOLCTBA, CPOK FOAHOCTH,
YCAOBHA XPalCIHs, YCNOBNI OTIYCKA,
crocol npHMEHCHIE, HOMED
PErHCTPAUHOHHOIO YAOCTOBEPEHMH,
WITPHX-KOJL.

Jlonyckacics HAHECCHHE HA Nadxy
KOHTPOJIEHOID HACHTH(HKAUHOHHOTO 3HAKY
(cpencTso wacHTHMEaLIN) 1 apyroi
HHOPMALMH (MeI0BEKoYHTaCMan
uHopMaLg) cornacio Tpeborannam
CHCTEMbI MOHHTOPHHIE ABHAKCHIHA
NCKAPCTBCHHBIX NPSHAPATOn U
MEJHLIHHCKOID NMPHMEHCHIA.

Pacgacorka ua PETUIEK GAPM 000
Cronbe, peenydnnka Makeaonna: i
KOHTYPHOH #4eiiKOBOIl YNAKOBKE HA PYCCKOM
HIKE YRASAHO, TOPIOBOE HAMMCHOBAHNC
fipenapara (COBIAACT ¢ MEIRTYHAPOAHBIM
HCHATCHTOBAHHEIM HAHMCHOBANKCM ),
|naspanne NekaperseHnol opamul, A03NpoBKa,
KOMMCCTRO TADACTOK, TOBAPHLIT 3HAK
HPEJINPUSTHA-NPOUSROAHTEIN, HOMED CEPUH,
cpok rojuiocth, Paciaconka nponsseacHa Ha
PEITJIEK GAPM OO0 Cronne, peenybnnka
Makeaonms 1 ynakoska- na 3A0
ibepesopckui (PapMaLIEBTHHCCKHIT 3dBOMY,
Poccns, Ha kapronnoii naske nu pyceroM
AILIKC YKA3AHOT TOProsoc HAHMMCHOBAHHE
npenapara (CoBNaacT ¢ MeHLYHAPOIHBIM
HENATCITTOBAHHLIM HAMMEHOBIHUEM ),
HaiBaiie neKaperseHtoil opmn,
HAHMEHORANIE, TOBAPHLI 3HAK U appec
NPEANPHATHA, OCYIHECTRAMONIETO
NPOHIBOACTEO W pacacorKy JIEKAPCTEEHHOIO
CPUACTRI, HANMEHOBAHKE, JIOTOTHI KW aapec
NPEANPHATHI, NPOHIBOALLCIO YIAKDBKY,
HA3BAHNE N COACPAHNE JACHCTRYIOUETO
BEIECTRA B 0/U0# TabneTke, «llpenapar
COACPHMT AAKTO3LI MOHOIIAPATY, N0THPOBRKY,
KOJMMECTBO TabNeToK B YIIAKOBKE, «XpaHHTs
B HEJAOCTYRHOM A Jerei mecrel», Homep
CEPHK, JIaTa NIPOH3BOACTEA, CPOK TOIHOCTH,
VCIOBHA XPAHCHMUS, YCHIOBHA OTNYCKa, Clocod
NPHAMCHCHHA, HOMED PErHCTPALHONHOID
VAOCTOBCPEHHA, WTpHX-koia Ha nadxy
HAHECCH KOHTPONbHELT MACHTHHHRALHOHHBIA
THAK (CPEACTBO BICHTAPNKALMHW) ¥ Apyras
nidopMalia (EI0BCKOYHTACMAR
HMHQOPMALIHA) COFAACHO TPEOORAHHIM
CHCTCMEI MOHHTOPUHIA JBHKEHHA
NCKAPCTBEHHBIX NPENAPATOB JLIA
MEHIIHHCKOTO NPHMCHCHHA,

10 {Cpok roasocty

3 rona

3 rosa

1 [Xpanenue

[Tpu temueparype ne suime 23 °C o
OPUIHHANEHON YIIAKOBKE,

[Tpu Temnepatype we srime 25 °C o
OPHIHHAIBHON YNAKOBKE.

AHanua BbINONHEH:
VHMEHEP-XMMUK
MuxpoBuonor

Tumcdeesa Anekcarnapa AnekceesHa

Maxcumosa Wpuna CepreesHa

Zak:uouenue: MoHTEAYRACT TabACTKH, TOKPHITHIC IUTeHouHOM oBostoukod, 10 Mr Ne30 cepna B0607 COOTBETCTBYET
Tpebosanuam HJL NeJlI1-005207-160719, mam Nel,2 x HJL, wam. Ne 1 « HMIL

Jara seizaun: 30 wong 2021 r.

Hauansunk OKK

HacTosiuum s NOATREPHIIAI0, MTO NPUBCICHHAA BRI HdopMaLs sBis c;lq, croscpuoﬁ ;«r
s}
MPOAYKIMH HIPOH3BCACHEA (BKIIOUAs YHAKOBKY (MapKHPOBKY) 1 KOHTDPOIL KENCCTBE)J@‘W ,g
%
1POM3BOICTBEHHOH MIIONTAKE B NONHOM cooTBETCTRIC ¢ TpeGosanuamu [pasun uiﬁ:\b}ﬁg giﬂno
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HPAKTHKH M TPCOOBAHHSAMMU KOHTPONIA KAYECTRA NEKAPCTBCHILIX CPEICTB, & TUKKC B COOTBETCTRAH CO
CHCUHHICAIIHAMH, CONCPKAUMMHUCH B PEIHCTPALMOHHOM J0Che HA ICKAPCTBCHHLI Iipenapar. 3anKcH no
NPOH3BOACTRY, YITAKOBKE ¥ aHATM3Y TIPOBEACHBI, i YCTANOB/ICHO HX COOTBETCTBHE Tpebosanusy [pasiit naniexaci

NPOW3BOACTBCHNON MPAKTHKH.

YIoaHOMOUSHIOEe JHLO:

HonsaiocTs
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Moanuce Nara
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[Monrsepsxaenne Ne —-

Toprosoe HAMMEHOBaHHE

MoHTenykact

MexIyHAPOAHOE HENATEHTOBAHHOE
HanMeHoBanue (rpynmupoBoOYHOe HIIH
XHMHYECKOE)

MomHTenykact

JekapcrBennas gopma

Ta0JIETKH, TIOKPBITHIE TIEHOYHOM
000NnoYKOoH

JlozupoBKa

10 mr

d®opMa BLITYCKA

Ta0JIeTKH, MOKPHITHIE TIIIEHOYHON
o6onoukoii 10 mr, 10 mT, KOHTYpHbIE
SUEHKOBBIE YIIAKOBKH (3), Mauku
KapTOHHBIC

Homep cepuu B0607
O6bem cepun (KOJTHYECTBO YNAKOBOK) 6 320
JaTa npou3BoJacTBA 05 2021
ojen no 04 2024

HanmeHoBaHHe H aJpec NPOH3BOANTEIS
(¢ ykazanHem cTa/iuii IPOU3BOACTBA)

ITpou3BOACTBO FOTOBOM NEKapCTBREHHOM
dopmer, nepsuyHas ymakoska: PEITJIEK
®APM 00O Ckomnne, Pecrrybnuka
Maxenonus, Kozle str. 188, 1000 Skopje,
Republic of Macedonia

Broprunag (motpeGuTenbeKas) yrakoBka |
BRITYCKAIONMH KOHTPOJE KavyecTsa: 3A0
"Bepe3osckuii (papMaleBTHUECKHiT 3aBOA",
Poccus, 623704, CeepanoBckast 007, T.
Bepésoncknit, yi. Konbuesad, 1. 13a

HOME[) 1 1aTa perucTpauHoHHoro YA0CTOBEPEHUS

PY No JITT-005207 ot 03.12.2018 (nara
samensl: 16.07.2019)

Homep HOpMATHBHOI JOKYMEHTaUHH

JIT1-005207-160719, Mam. Nel-2 x H/I

Haumenosanue H aapec AeprKaTes
PErHCTPALHOHHOIO Y/I0CTOBEPEHN

3A0 "BepesoBckuit GapManeBTHICCKIH
sapoa", Poccus, 623704, Cep/uioBcKas
001, . Bepésosckuii, yin. Konbuesas, A.
13a

Jlannas cepust rOTOBOI MPOJYKIMK IIPOM3BEICHA H HCITBITAHA B COOTBETCTBHH C TpeboBaHHAMH

PErucTpanHoHHOro J0Che U 3aK0HOJaTCIILCTBA PO®.

i K
AKOBA A.C.

300721 |

HAY. 0P WWABT/ A
JOmKHOCTD GUO

Jara L




