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MMHUCTEPCTBO NPOMBINJIEHHOCTH M TOPTOBJIM
POCCHHCKOU ®EAEPALIFAH

CEPTUDUKAT

COOTBETCTBHA TPEBOBAHHAM [MTPABWJI HAJIT EXKAILENA IMPOU3BOACTBEHHOIT
[MPAKTHKH EBPA3MHCKOI'O 3GKOHOMHYECKOT'O COKO3A

Ne GMP/EAEU/RU/00005-2021
Cpoxk neictud ¢ 09.03.2021 no 09.03.2024

Bbigad 110 uroram HpoBeAEHMs (DApMal€BTHUYECKOH MHCIEKUMM B COOTBETCTBUM ¢
[TpaBunamu nposenenus: GapManeBTUYECKUX UHCTIEKLIMH

MunucrepcTBoM npomsliiiuieHHOCTH U Toproeiiu Poccuiickoit ®enepanuu

(nonHOE M COKpaLIeHHOE HAMMEHOBAHMS YIIONTHOMOYEHHOTO OpPraHa)
NOATBEPIKAACT ClICAYIOLCE:

1poRejicHa hapMalleBTHYECKass HHCIIEKILUs

Or1xpbiToE aKkunonepHoe obmecTBo «@apmcrangapr-Tomckxumbapm»

(HOJ'I HOE HAMMEHOBAHHE !'[]JOHEBOHHTeHH)

r. Tomck, yi. Posel JlokcemOypr, . 89

(ampec 11poM3BOICTBEHHOH MIOLAAKH)

Ha OCHOBAHMM IUlaHA NPOBeACHUs (apMalleBTUYECKUX MHCHEKLMH, KaKk Jaepikaresis
paspeiucHns (JIMLEH3MK) Ha IPOM3BOJCTBO JIEKapCTBEHHBIX cpejicTB ot 23.10.2020.
Ha ocHOBaHMM CBEJIGHMH, [IOJYUYEHHBIX [IpM IIpOBeAEHUU (apMalleBTHUECKOM
MHCIICKUUM, 110CHeHsa M3 KoTophix Obina mposeneHa 08.02.2021, 01.03.2021,
09.03.2021, cuuTaercs, UTO JaHHBIM  (apMalLEBTHYECKU  ITPOU3BOAMUTEIND
coo1BeTCTBYCT TpeboBanusam [lpaBui Hajuiekalied NPOU3BOACTBEHHON NPaKTUKH
EBpa3zuiickoro »KOHOMHUYECKOI0 COI034a.

Hacrosumit ceprudukar oTpaxaeT craryc 1IpOM3BOJCTBEHHOH MIIOWAAKK HA JlatTy
npoBeJieHns  (GapMaleBTUYECKON WHCIEKUMM W MO MCTEYEHUM 3 JieT ¢ J1aThl
poBejeHUs HTOH (apMalleBTHUECKOH HHCNEKUMHM HE JIO/DKEH [PUHUMATLCS B
KayecTBe JMOKYMEHTA, CBUJICTENILCTBYIOIIETO O cTaTryce coorBeTcTBus. Cpok neicreus
ceprudukara MoKeT ObIThb COKpallleH MM pacllupeH [pud  HCHOJIb30BAHWH
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GMP/EAEU/RU/00005-2021

COOTBETCTBYIOWIMX ~ NPUHUMIIOB  YIPABICHUS  PUCKAMM  1IpH  HAIMYMM
cooTBercTBYIOmEd 3amucu 06 3ToM B molie «OrpaHUMEHHs] HIIM TOSCHUTEIbHBIC
3aMETKH, Kacatoluecs 00JacTu NPUMEHEHUS HAaCTOMIIEro cepruduKaray.
Cepruukar siBisercs ACHCTBUTEIbHBIM B Clly4yae [IPEACTABICHUS BCEX €10 CTPaHHmil
(KaK OCHOBHBbIX JIACTOB, TAK M JAOMNOJIHUTENbHBIX JIMCTOR).

AYTEHTUYHOCTD (IIOUIMHHOCTb) HACTOSAIIEr0 cepTU(UKAaTa MOXKHO [POBEpUTH B Dase
JanHbix Munnpomropra Poccun.

Lcin ceprudukar He NpeCcTaBieH B yKazaHHOW Oase JaHHbIX, clieiyer oOpaTurbes B
Y110JIHOMOYEHHbIH OpraH, ero BblAaBLIHHA.

IlepBoiii 3amecruTens MunucTpa
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MUHHUCTEPCTBO NMPOMBIINIJIEHHOCTHU ¥ TOPTOBJIN
POCCHICKOM ®EAEPALINNA
GMP/EAEU/RU/00005-2021

(Xl JlexapcTBeHHBIE CpeACTBA ISl MEIHLUHHCKOI0 NPHMEHEHHS

[] BerepunapHsble JeKapCTBEHHbIE CPEJ/ICTBA

[J DxcnepuMeHTaibHbIE CPEACTBA

HpOH3BOﬂCTBO H KOHTPOJIb Ka4eCTBa

1. IPOU3BOJCTBEHHbIE ONIEPALIUU — JEKAPCTBEHHAS
NPOAYKLMS

1. Cmepunvnas npooykyus

[J 1. IpoayKkitusi, IpUroTOBJICHHAs aCeNTUYECKUM yTeM (onepauuu o6paboTku st
CJIE/YIOUMX JIEKaPCTBEHHBIX HOopM):

L sxukue jgekapcTBeHHbie popMbl 60ab110ro 00beMa

[ snaxue nexapcerseHHble GopMbl Manoro oobema

U smcnepenn
L] simopunuzare

LI rBepible jiekapcTBEHHbIE POPMBI M UMILIAHTATHI

L] msarkue nekapcTBeHHbIE QOPMBbI
L] nipoyast poyKust

SR

[ 2. Tlpoaykuus, noasepraroiascs GUHUIIHON cTepuin3aiinm (onepanuu
00pabOTKH JUIs CIICAYIOMIUX JIEKapCTBEHHbIX (hopM):

L] >xnjikue JiekapcTBeHHbIe GopMbl Hoabmoro obsema

L] »xuakue nexkapcTBEHHbIE POPMbI MAJIOro o6bema

[ Teepabie siexapcTBeHHBIE POPMBI M HMILIAHTATHI
U msirkue JjiekapcTBeHHbIE GOPMb

L] npouas npoaykuus, JeKkapcTBeHHbie GOpMbI

L] 3. Bointyckatomunii KOHTpoJIb KauecTBa

2. HecmepuiivHas npooykuusn

Xl 1. HectepunbHasi mnpoayKuusi (omepaunu o06paGoTkn AiA  caeaylOIHX
JIEKAPCTBEHHBIX popm):

[ katicyuibl B 1BEp10H 000IIOUKE
L] karcysibl B MIko# 000s109Ke

L] sxeBaTe/ibHbIE JICKapCTBCHHLIC ¢)0pr1

L] umiipernupoBaHHble JieKapcTBEHHbIE GOPMb

i

] sxupkue iekaperBeHHbie hOpPMbI IS HAPYIKHOTO MPUMEHEHMS!

L] sxmpxue nekapcrBentbie HOPMBL U1l BHYTPEHHEr0 NPUMEHEHUS

[ meauuuuckue raspl
L] npouue TBEp/IblE JIEKAPCTBEHHBIE (OPMBI

[ Iperaparhbl, HAXOAAHUECH 1104 JaBJICHHEM

L] renepaTopbl palItOHYKIIHIOB
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MSITKHe JieKapcTBeHHbIe GopMbl
[] ceun (cyniozuropun)

] Tabnerkn
D ’lpﬂ]'ICJICPMaJ'IBHbIe HJIaCTprPl

L] yerpoiictsa juisi MHTPapyMHHAIBHOIO (BHY TPUPYOLOBOI0) BBEIEHMs!

[J npouast npoykuusi, JieKapCTBEHHbIE (GOPMBI

2. Boinyckalolui KOHTPOJIb Ka4ecTBa

3. Buonozuueckan 1eKapcmeeHHas npoOyKyus

L1 1. buosnoruyeckas nexapcTBEHHAas MPOAYKIIUS:

[] nnpoiyKThl KpOBH

L1 um MYHOJIOI'MYECKasa NMpOAYKLN

L] HPOAYKTbBl HA OCHOBC COMAaTHYCCKUX KICTOK

U] I'CHOTCPAIlICBTHYCCKHE NTPOAYKThI

L] 1ipoayKkrhl TKAaHEBOM MHIKEHEPUU

L] 6uorexHoJioruueckas npoayKius

L] npoayKThl, 9KCTpAarupOBaHHbIE U3 JKUBOTHBIX UCTOYHMKOB UM OPIaHOB
(TKaHen) uesloBeka

L] npoyas npoyKimst

X 2. Beinyckawimuii KOHTPOJIL KaYecTBa (NepeveHb THIOB NPOAYKIHH):

L] npojtykTsi KpoBu

L] uMMyHOJIOIMMYECKasE POy Kiusi

L] 1ipoiyKThl Ha OCHOBE COMATHYECKUX KIIETOK

[ reHoTepaneBTHUECKHE IPOILYKTh

[ npoityKThi TKAHEBOM MHIKEHEPUU

OuoTEeXHOJIOrHYeCKasl NpPpOoAYKLHA: NpoYJas OuoTEXHOOrMYecKas [PpOoAYKIIHUA

HPOAYKThbI, IKCTPArHPOBAHHBIEC H3 KHBOTHbIX HCTOYHHKOB HJIH OPraHoB
(TKaHeH) Yes10BeKa: OpraHonpenaparsl

] Ipo4das InpoayKiius

C.A. lib10

\,"fﬁ.:': = 05 anpess 2024
I (dama evl0auu 3axkn0veHus)
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2150 MUHUCTEPCTBO INPOMBIHNJIEHHOCTH U TOPIOBJIN

POCCHUIICKON ®ETEPALIUUA
GMP/EAEU/RU/00005-2021

_________ 4. Ilpouas npooyKuus uiu npou3e00CmeeHHas 0eameibHOCmb
L] 1. [lpoussojcrio:

L] pacturensHOM NpoayKuuu

[] roMeonarnyeckoii IpoyKIuu

[} npouas npouykius

[J 2. Crepuiin3ailiss aKTHBHBIX BEIECTB, BCIIOMOTAaTENIbHBIX BEILECTB, TFOTOBO¥
NPOAYKLMMU:

L) dussrpaius

[J cyxoskapoBasi crepuav3anus

H____‘_D CTEepHIH3alMi NapoM
L] xumMuueckas CTEpUJIM3All S

L] CTrepriHM3alus raMmMa-us3Jay4ycHUCM

L] CTCpUJIM3aluA WICKTPOHHBIM U3JIYYCHHEM

[ 3. llpouee
X 4. [lepBuunas (BHYTPEHHSs) YNAKOBKA:

[} karicynbl B TBep10# 0bos0uke

[] kancy:ibl B Msirkoit o6osouxe
] sxeBaTesibHbIE JIEKAPDCTBEHHBIE (DOPMBbI

[] uMnperuupoBaHHbIe JieKapCTBEHHbIE HOPMBI

L] KM AKHUE JICKAPCTBEHHBIC (I)OpMI:I IS HADYKHOTO IIPUMEHCHU A
L] sxunkue nexapcrBeHHbie hOPMbI 1Sl BHYTPEHHETO ITPUMEHEHUS!

[ mejmnuuckue rassl

L] npoune 1Bepable nekapcTBeHHble HOpMBI

(| npelaparbl, HaxoAsanuecs rnoj JaBjicHueM

L] reneparopbl paJIMOHYKINIOB

X markne nexapcrBennbie Gopmbl

[} cBeun (cynnozuropun)

[] Tabnerku

LI tpanciepmabHbie 111aCThIpH

L] ycrpoiicTBa uisi HHTpapyMHHAJILHOTO (BHY TPHPYOLIOBOIO) BBEIEH s

L] 1ipoyasi npotyKiusl, ieKapcTBeHHbIe HOpPMbI

X 5. Bropuunas (noTpebuTe/ibcKasi) ynakoBKa
X 6. Boinyckawoniuii KOHTPOJIb Ka4ecTBa

1, MHKPOGH()J]OF[/]‘-JGCKOG TECTHpPOBAaHHE: CTEPUIBHOCTDL

| X 8. MukpoGuoJiornyeckoe TeCTHpOBAHHE: HECTEPHIbHOCTh
X 9. Xumuueckoe (pusnyeckoe) TECTHPOBAHKE

10. BuoJsioru4yeckKoe TeCTHPOBAHHE

Crpannua 5 u3 10
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1. KOHTPO.JIb KAYECTBA 1P UMITOPTE JIEKAPCTBEHHOW
MPOAYKLIUU

1. KonTpoJib KayecTBa HMIOPTHPYEMO# JIEKAPCTBEHHOM NPOAYKIHH:

L) MHKPOSHOJ’IOI‘H‘JCCKOG TCCTUPOBAHHUE! CTEPUJILHOCTDL

MHK]]OGHOJIOFH‘IQCKO(E TEeCTHPOBAHHE: HECTEPHJILHOCTD

X xumuueckoe (pH3NYECKOE) TECTHPOBAHHE

X 6nosoruueckoe TECTHPOBAHHE

2. Boinyckaromui KOHTPOJIb (cepTuduKanns cepuiil) MMNOPTHPYEMOii

NPOAYKIHH

[J CrepuipHasi npoayKLus:

] [IPOAYKIHSA, TIPHIOTOBJICHHAA aCCITHYCCKUM ITYTEM

L] npoayxuus, noasepraromasicss GUHUUIHON CTEPUIM3ALUN

X Hecrepuabhas npoayKiuus

buoaornueckan JeKapCTBEHHAH NPOAYKIIHA:

L] npoayxTsi KpoBH

L] ummyHOIOrHUECKast IPOAYKIIHs

] HPOLAYKTbl Hd OCHOBE COMATHYCCKUX KICTOK

[ renore PaliCBTHUCCKHE IPOUYKThI

[J npoiyKThl TKAHEBOM HHIKEHEPUU

OHOTEXHOJOrH4YecKas nNpoayKuus

L] HIPOJAYKThI, SKCTParupoOBaHHbIE U3 )KUBOTHBLIX UCTOYHHUKOB WJIKM OPraHOB

(TKaHel) yesnoBeka

SR

L] npouas npoaykiysi

[ 3. [poyas jiesTesibHOCTD 110 UMIOPTY (BBO3Y):

L] miomajixa dbuzudeckoro umiiopra (BBo3a)

[ uMIiopT npoMeKyTOYHOIr0 MPOAyKTa, MOABEPraroIerocs ajnbHeHnle

o0paborke

L] npouee
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MUHUCTEPCTBO MPOMBIIIJIEHHOCTHU U TOPI'OB. 1!
POCCHIICKOU ®EJEPALIUU

GMP/EAEU/RU/00005-2021

Ol"pilHldqulrIﬂ WM TOACHMUTEbHBIE 3aMETKM, Kacaroudecsi o00Jacrtu IIPUMEHCHUWS

cepruduxara:
Liepeuenn
MHCIIEKTUPOBAHUE:

JCKApPCTBEHHLIX  CPEICTR,

B OTHOLIEHHWH KOTOpPOro

IMPOU3BO/IWIIOCH

Toprosoe HanmeHoBanue

MexayHapoHoe
HEIaTeHTOBaHHOE
HaWMEHOBaHUE WK
IPYIIUPOBOYHOE
(XMMHUYECKOE)
HAUMEHOBAHUE
JIEKAPCTBEHHOI O
1penapara/gapmaneBTruye
CKOM cyOcTaHumu

JlekapctBennas dopma.
JIO3UPOBKa (eciin
[IPUMEHUMO)

~ Bcee cranuu (BK/ro4Yas Bblily CKalOUIMHA KOHTPOIIbL KauecTna)

IMentanrun® sKcrpa-resb

Keronpogen

redn Ui Hapy»KHOoro
npumeHenus, S %

Tepmukon™

Tepbunadun

KpeM JUIS HAPYHKHOIO
npumenenws, 1 %

KOHTPOJIb Kadyecrna, Bbll'lyCI{aIOI.l.lHﬁ KOHTPOJIb Ka4eCTBa

BajsepuaHbl YKCTPaKT

Basnepuann
JIEKapCTBEHHOH KOPHEBUILL

CyOCTaHUMS-IKCTPAKT

I'yCcToM rycrou
C KOPHSIMU DKCTPaKT
[lycTbipHuKa YKCTpaKT
FEe Sl - cybcranums
cyxon
XMensi YKCTPaKT KUAKUN - cyOcraHLus
. | TuMbsiHa nON3y4ero TpaBbl cyOCTaHUMS-DKCTpaKT
Habpeua ykeTpaKt KuaKuit Y P %
JKCTPAKT HKUIAKUI
Jxunaueun 'Jtcfi‘pal('r - cyGeTaHums
KU JIKHHA /
TadJIeTKy, HOKPbBITBIC
Ausesion-M® Moxcudnoxcauma IJIEHOYHO#M 000JI0YKOHA,

400 mr

AJIIOX 0

'raﬁn CTKH, IHOKPLITBIC
[J1IEHOYHOM 000J104KOH

AHanniug

MeTtamu3oi HaTpusi

Tabnerku, 500 mr

Acsurod

AckopOuHOBas KUCJIOTA

TabNETKH JKeBaTebHbIC,
200 mr
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Aueruicajiunuiosas AlleTulcaauLiiIoBas
= 1 Tabserku, 250 mr, 500 mMr
KMCJIOTA KHCJI0TA :
TabJIETKH, IOKPBIThIE
Banepuanbi sxkcTpakT = IJIEHOYHOH 000/104K0H,
20 mr
TabyeTku ¢
9 | iuknasuin MB [POJIOHI'HPOBAHHbIM
s I'myaxnazun
& dapmcranaapt BbICBOOOXK/IEHUEM,
' 30 mr, 60 mr
TabJIETKH, MOKPHITHIE

I'nubenxnamup +

[mokxonopm® IUIEHOUHOH 000J104KOH,

Metdopmun
2up 2.5 mr + 400 mr
TabieTKH, HOKPbITHIE
. g I'nubenknamug + IUICHOYHOH 000J10UKOI,
I'moxkonopm™ Ihiroc ) PRI ‘
Metrdopmun 2.5 mr + 500 mt,

5 mr + 500 mr

Jluzaros Oakrepuii cmech
[L.johnsonii + L.helveticus
+ L.delbrueckii ss lactis +
L.fermentum + S.pyogenes
o %roupe A 2 h.faecmn}. 4 rabnerku Juist
Wimy ion E.faecalis + S.gordonii + Gl i
S.aureus + K.pneumoniae ks
s pneumoniae + |
C.pseudodiphtheriticum +
F.nucleatum ss fusiforme +
C.albicans]
Jluzaros Gakrepuii cmech
[ Streptococcus
pneumoniae, type 1 +

Streptococcus pneumoniae,

UPC?® 19 cripel Ha3allbHBIH

i
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MUHUCTEPCTBO INPOMBIINJIEHHOCTH M TOPT'OB/IH

R e POCCHIICKOM ®EJEPALIMHU
1= GMP/EAEU/RU/00005-2021
(V8| Sz 7 - type 11 + Streptococcus A8
| pneumoniae, type 111 +
) Streptococcus pneumoniae,
| type V + Streptococcus
pneumoniae, type VIII +
Streptococcus pneumoniae,
™ type XIl + Haemophilus
2 influenzae, type B +
Klebsiella pneumoniae ss
VY pneumoniae +
4 Staphylococcus aureus ss
' aureus + Acinetobacter
& calcoaceticus + Moraxella
il catarrhalis + Neisseria
et subflava + Neisseria
8l perflava + Streptococcus
e pyogenes group A +
el Streptococcus dysgalactiae
[ group C + Enterococcus
| faecium + Enterococcus
» faecalis + Streptococcus
e group G]
o Hopawrunupun® Honopenason tabnetky, 100 mr
. : Kajus oporar OpoToBasi KUCJI0Ta tabnerku, 500 mr
=\ TabIETKH, MOKPBITHIE
ol Kiapurpomuunu Kiapurpomunun IJIEHOYHOH 060JI0UKO,
; 500 mr
o TabJIeTKH C
NPOJIOHTUPOBAHHBIM
Kiapurpomuuus Knapurpomuiiuz BhICBOOOK ICHHEM,
NOKPBITHIE MJIEHOYHOMH
A 0boJioukoit, 500 mr
Wl Jleomuuernn Xopam(E€HHUKOJI Tabnerku, 0.5 ¢
TabJIETKU, NNOKPbITHIE
i \ Marueimc® Be popre Maruuii + [ lupuaokcus IIEHOYHON 000JIOUKOH,
A 100 mr + 10 mr
N KallCyJibl MSITKHE,
A Hekcr ysbrpakan HOynpoden 400 Mr+ 325 Mi

Crpanuua 9 u3 10

|

-l
el &
©




ST
e s L o

GMP/EAEU/RU/00005-2021

HurpocopOuu

Usocopbuia aunurpar

Tadnerku, 10 mr

[lycreipHuka yKCTpaKt

tabuerky, 14 mr

OxroaurneH ‘Tuokrosas kuciiora KailcyJibl
i ; IKCTPAKT LISt leHEMﬁ
BHYTDb, | KMIKUH |
Ilapaueramon Ilapaueramon tabierku, 200 mi
ITanapepun Ilanasepun tabserku, 40 mr i
Ilanaszosn beniazon + [Nanasepun TabJIeTKN

TabJIeTKU, MTOKPITHIC

PosyBacrarut PosyBacratun IUICHO4HO#H 000JI04KOH,
10 mr, 20 mr
TabJIeTKH,
3 SDopMcT hieRliupheas 0510851, 1.0r
Pypocemu i Dypocemut ’l‘aﬁJIC'I'KH-,— 40 ur
TabJIeTKU, NOKPbITbIE
Lnxioreman® TpanexkcamoBas KuciorTa MJIEHOYHOH 000JI04KOH,
500 mr

Lurpamon 11 - TabneTKu 0

Jkcdorans

Amioauniuy + Bancapran

TabJIEeTKH, IIOKPBITHIC
[JIEHOYHOH 0D0JIOUKOI,
5 mr + 80 mr,

5 mr+ 160 mr,

10 mr + 160 mi

JapyHasup

HapyHnasup

TabJIeTKH, MOKPLIThIC
IVIEHOYHOH 000104YKOI,
800 M1

JIHTEKABUP

DHTEKaBHp

TabJIETKH, [HOKPBITHIE
[UIEHOYHOK 000JI0YKOIi.

0.5 Mr, 1 mr

[lepsoii 3amecTuTens Munucrpa

Al W 'f)Dlp J

C.A. Ubido




