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,I]eimapaumq OTBETCTBEHHOIO NnvLa O COOTBETCTBUU NMPoaYKUMM

Ne  X®-919/28.10.2020

HaumeHosarue
Cpeacrsa, [Oo3WpPOEKa,
dopma BhInycka

NIEKaPCTBEHHOTC
dgpacoska,

XeMOoMULnH, TabneTku NOKPLITLIE NNeHOoUYHON 0Bonoukoi, 500 mr
3 wr., 6nuctep (1), Nayky KapToOHHBIE

Hemep
YOOCTOBEPEHUS

perucrpauymoHHoro

NNCP-001834/07 ot 01.08.2007

Bnapeney PY

Xemotapm A ., Cepbus / Hemofarm A.D.:
Vrsac, Beogradski put bb, Serbia

Homep cepuu T1KINA
MapTis (KONUYECTs0 YNakoBOK) 58 660 yn.
Cpok rogHocTy 31.08.2023

[MponasoaunTens

Xemodapm AL, Cepbus / Hemofarm A.D., Serbia;
Vrsac, Beogradski put bb, Serbia

BbinycKaKLWWA KOHTPONL

Xemodcbapm A.J., Cepbus / Hemofarm A.D., Serbia;
Vrsac, Beogradski put bb, Serbia

Horosop/koxTpakT 2 Hem-AD_NF ot 12.01.2015
Wuzoiic 90522647 ot 02.10.2020
MmnopTtep AQ «Hmxdapm»

(AQ «HWKErOpPOACKUA XUMMKO-(hapMaLeBTUHECKMi 3asoa»)

Anpec umnopTepa, Ten, dakc

Poccus, 803850, r. HuxHui Hosropog, yn. Canranckas:, 4.7,
8 (831) 278-80-88/430-72-13

CootseTtcTByeT TpebosaHusm
(Ne HI, nameHeHun)

JICP-001834/07-010807, uam.1-7

Ceptudhukat/nacnopt
npousBoauTens

B/H o1 30.09.2020

Ceptudvkar
cooTBeTcTeus/Oeknapauna VI

B/ o1 30.09.2020

[leknapauus aercTBUTENbHA A0

31.08.2023

A, [amaioHoBa  WpuHa

BukToposHa,

BeAyLMA MEHeaXep NO  KOHTPONK 338  KOHTPaKTHOW

¥ NpUBNEYeHHON NpoaykuMent, fosepeHkocTs Ne 1228-Hd ot 29.11.2019

(®Pamunus, ums, OTYECTEO, AOMNKHOCTL OTBETCTBEHHOIO MWL UMNOPTEPA NEKaPCTEEHHSIX cpeacTs)

HacToALLMM NOATBEPXKAAK, 4TO BbllueyKadaHHaa cepua npoaykumu Beina npouseegeHa, ynakoeaHa
NPOKOHTPONUPOBAHE B COOTBETCTBUM C PErUCTPaLUOHHBIM  NOCBE NEKAPCTBEHHOrO Ccpeacrsa, w

TpeboBaHuaMM Hapnexaweid npov3BoaCTBEHHONM NPaKTUKK, HTC MNOATRGRENE
NMLIOM NPOVSBOANTENA 1 pesynsTataMu MCCnefoBaHnii roTOBOMR Npo

- if,-’_,/
c.:fu/"’/ i FamaroHosa UpuHa BukToposHa
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XEMO®APM Al - PAPMALEBTHYECKO-XUMHYECKAS ITPOMBIILIVIEHHOCTD
r. BPIIALL, CEPBHZA

CEPTUDOUKAT AHAJIU3A

Hassanue npoaykra: XEMOMHLIHH
maodiemKu, ROKpolmote i1eHo4HOol 000a04Kol 500 me

Kontponsneii Ne : 11IKJINA

JlaTa H3roTOBICHMSA ! 08 2020

Cpok rogHocT: 08 2023

Crpanuna: 1133
TpeboBanis K HCOBITAHHIO Pezyiprarer

Onncanue Kpyriible, 1BOSKOBBINYKIIbIE, CootBeTcTBYET

o4

TabNeTKH, MOKPhITHIC MIICHOYHOH
0007104KOH cepoBaTO-TOMYOOr0 LBe1a

[ToanHHHOCTL A3UTPOMHULIHHA!

a) TCX OcHOBHOE NATHO Ha XPOMaTOrpaMme
HCIIBITVEMOIO PacTBOPA 110 3HAYCHHIO
R 1014 HO COOTBETCTBOBATD
OCHOBHOMY ISTHY Ha XpOMaTorpamMMe
pacTBOpa CTaHIapTHOro 00pasua
asuTpomuuuHa guruapara USP RS.

CootseTrciByeT

Bpeme y1epixiBanisg ocHoBHOra linka  COOTBETCTBYET
Ha XpOMAaTorpaMMe HCObITYEMOro

pacTBopa /I0J)KHO COOTBETCTBOBATS

BpEeMeHU YJIepKUBAHHA OCHOBHOTA

ITHKa Ha XpOMAaTorpamMMe pacTBopa

CTAHapPTHOTO 00paslla a3uTPOMHLMHEA

6) BOXX (ansTepHaTHEHBII)

aurnapara USP RS.
Cpeuuss Macca M OTKI0HeHHs o1 712,5 - 7875 mr 748.9 Mr
Cpe/THEeH MaccChl 18/20 = 5,0 % COOTBETCTBYCT
2/20+ 10,0 %
Boaa He Goiee 6.5 % 4.9 %
Pactropenue He menee 75 % (Q) azutpomuuuna 99 %
OT 3asBJIEHHOT0 KOIH4eCTBa depes 43
MUH
PoacTeeHnbie mpnmecH:
- [Ipumecs B He 6oaee 2.0 % 0.2%
- M3secthele npumecu orneiasio  He Gonee 0.5 % <0.1 %
- CymMa npumeceit Du J He 6osnee 0.5 % <0.1 %
- OcraiibHble NpHMECH He dosnee 0.2 % <0.1 %
- Beero npumecei He donee 3,0 % 0.2%
*OcTtaTounble OpraHuyeckue
PacTBOPUTEIIH:
- Hzongonmoaom ciMpTa He donee 25 mr/taba 1 Mr/Tadn




XEMO®DAPM A./]. - DPAPMALEBTHYECKO-XUMHYECKAS ITIPOMBILLIEHHOCTD

r. BPIIALL, CEPBHSL

CEPTUD®UKAT AHAJIN3A

Ha3panue npojiykra: XEMOMHI[HH
MAad.1emKU, NOKpbimbele RACHOYHOI 0boa0urou 500 m2

Kontposbrbiii Ne : LITKINA
JlaTa H3rOTOB:ICHHS | 08 2020
CpOK roaHOCTH: 08 2023
Crpanuna: 2 u3 3

Tpebopanusa K HeNBITAHHIO

Pesyabtathl

Konnuecrsennoe OnpeIC/IeHHe
A3HTpOMHUHIIA
a) BOXX

0) MHKpOOHO/IOTHUECKOE
OITIpEaC/ICHHUC

MuxpoGuonoriueckas 4iHCcTOTa

Yrnakoska

MapxkupoBka

Ot 450,0 10 550,0 Mr asu1poMHLHHA B
Tadiaerke (o1 90 10 110 % ot
3aABJIEHHOIO KO.THYECTBA)

Ot 450.0 o 575.0 MI a3MTPOMHIMHA B
tab:ietke (o1 90 10 115 % ot
3aABJIEHHOIO KO.IH4ECTBA)

*¥*00wee 4Hea10 aIpoOHbIX
MHKpoopraauimos: He doee 1000 8 Ir,
Obutero yucena rpaooB:

He Oonee 100 B 1 T,

otcyTeThMe Escherichia coli.

ITo 3 tabnerku B Oucrep AL/TIBX. 1
OaHCTep ¢ HHCTPYKUHEH Mo
[IPHMEHEHUIO B NIAYKY KAPTOHHYIO.

Ha 6ancrepe HA PYCCKOM S3bIKE
YKa3aHbl:

TOProBO€ Ha3BaHHE Npenapara,
MEXKyHapOIHOe HeNaTeHTOBAHHOE
Ha3BaHHUE, ICKapcTBeHHas dopMma.
JO3UPOBKA, JI0IOTHII (Ha JaTHHHLE) H
HazBaHHe QUPMbI-NPOH3IBOHTENS,
CepHs. JaTa H3TOTORACHHS, TOACH J10.
Ha 1jauxe KapTOHHOMH HA PYCCKOM si3bIKE
VKa3aHo!

TOProBOE Ha3BaHHE Mpenapara,
MEKIYHApOIHOE HenaTeHTOBAHHOC
Ha3BaHue, A03HUPOBKa. JICKapCTREHHANA
GopMa, KOIHYECTBO TAO.IeTOK B
VIIAaKOBKE, Ha3BaHHE H KOJHYECTRO
IeHCTBYIOLIETo BelecTBa B 1 Tabnerke;
Ha3BaHue, TOTOTHI (Ha JJATHHHLE),

508.9 mr/tadn

CooTBercTByeT

CooTpeTcIByeT
CooTBeTcrByeT
CoorsercTByeT

CooTBeTcTBYCT




XEMOPAPM A/ - PAPMALEBTHYECKO-XHMHYECKASA IMPOMBILIVIEHHOCTD
r. BPIIALL, CEPBHS

CEPTUOHUKAT AHAJIU3A

Hassanue npoaykra: XEMOMHLIHH
MaodaemKu, NOKPbImble N1eHo4HOoI 000.104Kou 500 M2

Kourtpoabusiit Ne 1TKINA

Jlata u3roToBIeHud : 08 2020

CpoK roAHoCTH: 08 2023

CrpaHuiua; 343l
TpeboBaHus K HCNIBITAHHIO PesynbTaTsl

MapxkHposka CTpaHa U ropoa GUpMbL-

[MPOM3BOANTESA; HAAIIHCH 110 bpaif:iio
U1 CIIEMBIX (XeMOMHLIHH
azuTpoMHuLTH 300 Mr), yciioBHS
XpaHeHHs, « XpaHHTb B HEAOCTYIIHOM
LI Aeteit MecTe», yClI0BUS OTIYCKA,
«as upueMa BHYTPbY, «Ilepea
IPHMEHEHUSM H3VUHTh
PHI0AKEHHYIO HHCTPY KLHIOY,
INTPUX-KO4, CepHd, Jara
H3rOTOBIEHHA, IOJIEH 10, HOMED
PErHCTPaLHOHHOI0 Y0OCTOBEPEHHS,
JIONYCKaeTCs HAHECEHHE CPE/ICTB
nacHTuuKkauuy 118 MOHHUTOPHHIA
JABHAKCHHS JIEKAPCTBEHHBIX
[Ipenaparos.

CpoK rogHocTu 3roza CoorBerciByet

*Iokasarte/n BBeaeHB! N0 npockle MHCTHTYTA CTaHAAPTH3AUKH H KOHTPOIA JICKapCTBEHHBIX
CPEICTB, Ka4eCTBO Npenapara o J1aHHbIM M0Ka3aTeaM rapaHTHpyercs GHpMOi.
** BuyTpeHHAs crnelH) HKaLIHs

Mara Bbimycka: YroaHoMoyenioe (iHuo, QP
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Hemofarm AD.
FARMACEUTSKOHEMISKA INDUSTRA
11 2630 VASAC




