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EBPAZUUCKHI DKOHOMMYECKHH COlO3 |:E

MHHHUCTEPCTBO NPOMBIHILTEHHOCTH H TOPTOBJIH
POCCHHCKOH DETEPATINH

CEPTUD®HUKAT

’("( ){)_l BETCTBHA HPON3BOICTBA JIEKAPCTBEHHBIX CPEJACTB TPELOBAHHAM [TPABILI
HAJUTEKAILEH TTPOH3BOICTBEHHON TTPAKTHKH EBPA3HHCKOI'O Y)KOHOMHYECKOTO COIO3A

Ne GMP/EAEU/RU/01281-2024
Cpoxk aeiictsus ¢ 05.04.2024 no 04.04.2027

Beitan 1o uwroram  nposejcHus  (papMaleBTHYCCKOH  HHCHCKIUM B
coorserctin ¢ llpaBunamu  npoBeieHust  apManeBTHUCCKHX HHCTICKIUTI.
viBepikeHubiMi - Petiennenm  Cosera  EBpasuiickoil  HKOHOMHYCCKOI  KOMHCCHH

o1 3 nosOpst 2016 1. Ne 83

MuieTeperBo mpoMblLzIeHHOCTH 1 Toproian Poceuniickoii desepatuin
(Munpomtopr Poccun)

(I](HHOO 1 COKpALLCHHOC HAMMEHOBAHNA l'l()'lHO’\l()‘lL‘lHlOl 0 Opr’\lhl)

O ITBCPZK/IACT ClICVIoLee:

1HIPOBC/ICHA d)apxm HCBTHYCCKAs MHCIICKIIHS

Xaiirnauc Jlaboparopus ITer. JITa.

(MOJHOE HANMEHOBAHHE ﬂpOlI‘}B()'lllTCﬂ}l)

l 11, 12 & 13. Caiit-b, UPSIDC. Cypaknyp. ]pLMTLp”()lL’la-70]3()() (U.P.). M

(aJpec NPOH3BOACTBEHHOIT NA0IALKH)

Ha OCHOBAHHM 3afBJICHHS O Bbjlaye CepTHPUKATA COOTBETCTBUS POH3BOIMTCIS
(MPOM3BONTE/A  HEPE3UJICHTA) Cpe/IcTB LIS
npuvcHents  tpeGoBanuam  [lpaBui  Hauiexkauleii  MPOU3BOICTBEHHOI  IIPAKTHKI
EBpa3sHiicKoro 5KOHOMHUECKOro coto3a ot 24.10.2023 Ne 6/n.

JICKaApCTBCHHBIX MCTHITHTICKOTO

Ha ocHOBaHMM CBEJEHHIL. NOJYUCHHBIX MPH [IPOBEJACHUH HHCIICKTHPOBALIS.
nocieee w3 Kotopeix Obuio nposesieno 02.04.2024 - 05.04.2024.
(hapMareBTHYECKOE IPOH3BO/ICTBO COOTBETCTBYET TpeboBanmsim [pasii Hajuiekaneii
MPaKTHKH EBpasuiickoro IKOHOMHUECKOIO  COI03a.

YTO JdlHoc

IPOH3BOICTBEHHOM

Crpanimia | 13 8
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IRBHBAICHTHBLIN Hpnmimmas i Pykososcrsy Esporieiickoro coiosa 1o nauieskaiieii
HPOSBOACTBEHION  IPaKTHKE  ICKAPCTBCHHBIN  CPEACTB LIS MCULIHHCKOIO ¢
BCICpimapioro  npuvenenns 1o npuanay ClcreMpl COTPYIHUICCTRA
(apyanestinueckux unenekiwii (PIC/S).

Hacrosumii ceprudukar  orpakaer craryc npoM3BOACTBEHHOI  LIONAIKI
HA MONCHT TpoBe/IeHUs (hapMalleBTHYCCKOI HHCHICKIUT 1 110 Hereuenin dosee 3 el
Ol JW@Thl HOCAC/AHCIO JIHS  HOCJAC/AHEIO HHCHEKTHPOBAHMS HE MOKCT CUHTATHCS
JORYMCHTOM.  CBHJICTCILCTBYIONMM 0 cratyce coorBercisus. Cpok jieiicrsus

ceprudurara Moxker  OblTh  COKPAUICH  TIPH HCIOABL30BAHHH  COOTBETCTBYIONIX
HPHIIIIIOB YIIPABJACHHS PHCKAMU TIPH HAIMYHH COOTBETCTBYIOLICH 3allHCH B 110.1¢ ‘
«OIPanNyuCHus I TIOACHHTEIBHBIC 3AMETKH, Kacalolmecs o0/1actit HpHMCHCHIs |
HACTOSANICTO cepTH(HKATAN. 4

Ceprndukar spasercs JACHCTBHTEIbHBIM B ciydae MpeICTaBIeHist BCeX €1o
JHCTOB (KaK OCHOBHBIX JIHCTOB. TaK M 10MOJIHHTCILHBIX JIMCTOB).

AY TCHTHYHOCTD (IO,LTHHHOCTB) HACTOAULETO cepTH(UKaTa MOKHO [IPOBCPHTH B
Oase dannuix Minnposmtopra Pocci.

e ceprudmkar ne npejactaBicH B yKazaHHOH 0ase JaHHBIX, CACaycl
OOPATHIBLES B YIIOIHOMOUCHHBLIT OPran. €ro BbLIaBLIHIA.

3amecTuresib MUHHCTPa E.I". puesxeBa

02 l6 man 2024 1.
e 8 ,
woauu cepmuguxama)
.‘J‘lv
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MHUHUCTEPCTBO NPOMBIILIEHHOCTH U TOPT'OBJIH
POCCUHCKOHN ®EJEPALLINH
GMP EAEU/RU/01281-2024

| ®. chxapcmeuuble cpeacTBa s Melllll.lMHCI\OIO npumeﬂeuuﬂ N |
L) Jlexapersenmie nper 1apathl VIS KAHHHYCCKIX HCC/IC10BaHHii (ncumumun) |
|
|
|

I\o | IHHanmenosanne

b
l lll’()l‘l Sli(),l( lBl‘ HHblF ()[IP I’Allllll - leKAl’CJ;lﬂ’HHA}l lll’()}l\ KILHs1 ?l}

INRE Ilponmn unmn B acennueckix \mem\ (ompdllllll “obpadorki s
I CACAYIOHIN JICKAapCTBEHHBIX popm): |

1. JKnakue aexkapersennnie popmbi 601b11010 001eMa
Kwkie JICKapCTBCHHBIC POPMBI MAIOI0 ()(bL‘\idrA
Jmopumsare B B
. Iepawie ICKJPL mummc (pop\n,l 1 HMIL mnlan,l

- Msirkne aekaperBentbie GopMbl - e
6. Ipoyuas npoyKims., npon3Bommas B ACeITHYCCKIX \L lomm\ Z j
| 1.1.2. Nos Bepraemas (])mmmnon CTEPHIN3ALHN  (Orepalin oupa(mkn L

CAC/VIOHINX JICKapCTBCHHBIX GOpM):

121 Knwne JieKapeTBeHHbIC POpMbI GOILILIOTO 00bEMa
1.1.2.2. Kuaxue JICKapCTBCHHBIC (OPMBI Ma10I0 00beMa
I
|
1

4—le

'Jl

2
e
I
L
I.1.1.
111

RODEN

1.2.3. Tnepsible siekapeTBeHHBIC GOPMbI M HMILTAHTAT bl
1.2.4. Msirkne JEeKapCTBEHHbIC (GOPMBI
.1.2.5. Tpoyas npoyKuus. no;muplacwa@mmuxuou cu.pu msaunu
o 1.13.1 Bmm CKAIOIIMI KOHTPO:Ib KQUeCTBA (BBITYCK CEPHH)
1.2 | HecrepuiabHasi npoayKuus p =
1.2.1. HecrepuabHas npoayKuusi (TeXHOJIOTHYECKHEe ONepauHu LISt
| MOJIyYeHHS ¢J1ely OLUHX JIeKaPCTBEHHBIX opm):
‘ ~ 1.2.1.1. KancyJibl B TBep/10ii 000/104Ke: Kallcy.ibl
1.2.1.2. Kancy:el B MATKoit 060J104Ke
1.2.1.3. JKepate:1bHble J1eKapcTBEHHBIE QOPMBI
1.2.1.4. MmuperuupoBanHble J1eKapcTBeHHbIE GOpMbI
1.2.1.5. JKujikne JiekapcTBeHHbIC (POPMBI JUISL HAPYAKHOTO IIPUMEHEHU
1.2.1.6. ZKuakue JexkapcTBenHble POPMbI 1151 BHYTPEHHEro NMPHMEHeHHs
cycnensus
1.2.1.7. MeauuuHCKHe raspl R
1.2.1.8. IIpoune TBep/ibie JeKapcTBEHHbIE GOPMBI
1.2.1.9. Ilpenapatbl, HAXOASLLMECS 1101 1aBICHHEM

—

+ -
|
|
+
\

S PR

1.2.1.10. PajiHoHyKJIH/IHbIE TEHEPATOPDI —= b‘\\‘ i
1.2.1.11. Msrkue JiekapcTBeHHbIE (OPMBbI == k"*
1.2.1.12. Ceuu (cynmnosuropiu) = =l a1 ,,i

1.2.1.13. TabaeTku: TabIeTKH |
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12114, Tpanciepyanbiibie naactbipn )

1.2.1. I\ 1pouas necrepiipias PO KIS ) |
1.1.2.2. Bbll“CKalollllllI | KOHTPO.JIb Ka4ecTBa (cepTH Qukauu ccpuu) s !
1.3 | broaoruucckas JekaperBennas IpoayKuns ; b T ¥ ’
‘ 1<l 3 I broaornyeckas J1ekaperBennas POy KIusi:
| | 311 Tpoaykinl kposn - Pl |
I 1 1.2 ”\I\I\Il(mlm 10101 HYCCKas nRu YK 7 1
. 1.3.1.3. HpostyKiust na ocHOBE cOMaTHUECKHX uum\(npo l\ KISt /U181 le‘mn 1
- COMATHYCCKIUMH KJICTKAMH) I L SR ]
|

- ililsl e SRR
l

1.3.1.4. lumupaucmullau\dlpo,llmum
I.3.1.5. brorexunoioruueckas npo,1yKums
1.3.1.6. TIpoayKius. BhiICACHHAS 113 KHBOTHBIX HCTOUHHKOB I 1 OpranoB

| (1Kaneii) yeloseKa
1.3:1.7: lmnunwuulmu 1pojy KLUs! (11pOIYKLIMSI TKAHEBOI mm\ulgpuu)
[.3.1.8. Ilpouas Guoornueckas JeKapcTBEHHas HPOLY KIS
(532 Bblll\u(almuml KOHTPOJIb  (cepTUdHKaLMs  cepHn) (m.pcueub BHJLOB

| POy KIuH): L i

321 |]£0,1\ KTbl KPOBH / |
1.3.2.2. ImmyHOOHOTOT HUCCKAsH TIPOJLY KIS S J

i

e —

|
|
|
|
|

1.:3:2.3; llpom KITHSI HA OCHOBC COMATHYECKHX KJIETOK (IlpO'l\ Kuml JuIst
{7 | ICpaliii COMATHYCCKUMI KICTKaMH ) Sl / = |
4 I'cHoTepaneBTHuecKas npo;IyKIHs ’

o0~ ——

. L I)ll()FL\llO TOTHUCCKAs MPO1Y KU |

i
— : =il ket

132
1.3:

ey 1
[.3.2.6 llpoaykis. BbljiejeHHasi W3 SKMBOTHBIX HCTOUHHMKOB WM oprauom

Il\.)l

| | (II\"JIILII) YCJIOBEKA l
| 1:32.7=T KaHCHHKeHepHas NPOAYKLHA (MPOAYKUHS TKaHEBOI uu/l\u{epuu) |

: 1.3.2.8. Ilpouas Guos0ruuecKas jgeKkapCcTBEHHAs POy KIS
| 1.4 | | ﬂpoqan JIeKapCTBEeHHAsl MPOAYKUHS HJIH POH3BOACTBEHHAas! AESITENLHOCTD
- X 1.4.1. MTpoussoactBo:
[

1.4.1.1. PactureabHas npojyKims

| L4.1.2. T'omeonarnuecKas npoyKuus il 1
[ f 1.4.1.3. [Ipouast mpoayKuUHMA: NPOUME IPYNIIBbl JIEKAPCTBCHHBIX 11peraparTos: 1
1 w l
L J

| Karcy.Ibl, cycrensus. TabaeTkn

E.I'. Ilpueskesa

F\l 16 mas 2024 1.




MUHHUCTEPCTBO INNPOMBINLIEHHOCTH H TOPTOB.TH
POCCHUCKON ®EJEPALLIUH
GMP/EAEU/RU/01281-2024

1.4.2. (‘lcpu;m'sulum (bap\mnemuluu\u\

| BCHICCTB, TOTOBOM NPOJIYKIUNE
L4210 duawrpaws 3
| 4.2._. CyxokapoBas crepiansantis
1.4.23. Crepicumsanns mapon
I.4_.2 4. Xumuyeckas crepuimnsaius
[.4.2.5. Crepuiamsanis raMma-n3iy ueHues
1.4.2.6. Crepuinmsanms )1eKTpOHHBIM n3nwumcu

14. 3 llp()llu

Y NAKOBKA
I ﬂ_p_ml!maﬂ YNAaKoBKa:

cy 6c.ranum|

o

|
ol _L5.1.1. Kancybl B TBep0ii 000104Ke: Karcy.1bl S
. ql F 2 el I Sl - Kaniey:iel B Msirkoii o6o:1ouke 7 4 =]
V @1 ; { 1.5.1 _)KCB'lfulbllblL JeKapeTBeHHble opmb
e :r 1 - L5114, FmnperunpoBanibie JIeKapeTBEHIbIC OPMDI Vo
: | { _1 1.5 [ S.Kw IKHE JICKApCTBEHHbIC (OPMBI /U1SI HAPYIKHOTO | IlpH\ILHLIlH}l |
t.ﬂ:l B 1.5.1.6. Kuakue sexapersennbie GopMbI /1 BHYTPEHHET0 npumeuelmn'
”'l | cyenensms T ==
‘H:) 1 | L5.1.7. 7. MeUUHCKNE Ta3hl :
r.‘:f W I e llpmmc TBEpLbIC JICKAPCTBEHHbIC (OPMBbI =7
«' | 1.5.1.9. Ilpenapatsl, Haxo/1sLHecs 10,1 J1aBICHHEM =
: E' T_ 151,10, PaanonyKJAHHBIC TeHEpaTophl R AP ==
ol | [ I_il 11. Msirkue JEKApCTBEHHbIC GOpMBI S i
2l C LS 120 Ceeun (cynmosutopui) ===
X . L5.1.13. Tadaerkn: 1abietkn - =A==
| L.5.1.14. TpancepmaibHbIe NJ1acTbipH =
1.5.1.15. IIpoyas HecTepH IbHas JIEKapCTBEHHASA TTPO/LY KISt

1.5.2. BropuyHasi ynakoBka
' 1.6 | Kontpoab kauecTBa

1.6.1. MHKpOOHOIOTHYECKHE UCIIBITAHHUS: CTEPHILHOCTD =7
X] | 1.6.2. MHKpOOHOI0rHYeCKHE HCNIBITAHHS: MHKPOOHOJIOTHYeCKas lchom U
f 1.6.3. Xumuueckue (pusHyeckHe) HCNBITAHHS

B(_IIO\IOI ATCILHBIN |

] 1:64. bumon HYECKHE MCIIBITAHUs! ==
2. UMIIOPT JIEKAPC TBEHHOM [TPOJIYKI M ¢
L 7_]_[ Komrpoib KayecTsa HMIIOPTHPYEMOI JICKAPCTBEHHOM NPOIYKINM
| 2.1.1. MEKpOGHOIOrHYECKHE HCTTBITAHUS: CTEPUABLHOCTD = z
| 2.1.2. MHKPOGHOIOT HUECKHE HCTILITAHMS: MIKPOOHOIOUECKas lnmom :
_T2 1.3. Xumuueckne (pU3NYecKue) HCrblITanms A s
| 2.1.4. brnoaornyeckne HerbItanms =3 T
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226 cpl ll(l)HKdllHﬂ Cephm i ll\lll(PHlp\ C\i()ll ’ILI\ﬂ[)LlBL‘lIIIOH 1po1y I\llllH 3
3 odt 5!

A Crepiabnas HPpOJyKIs: i N A
a3 llpuumo IMas B a«.uuulluk—lK\c IOBllﬂ\
. 2. Hoasepraemas gunnimoii crepusaimn
| 227, Il& [CpHabHas NPOJAYKIMS f .1 ) SR Bl
2.2.3. buoaornueckas JieKaperBeHHas 'JZ" 1\’I\lll|5| B o I ST 1
FEEN [Tpoaykrbl kposn
o 2.2.3.2. HvmynoGHos o ueckast nposLy Kums
2.233. 1] Ilpo LYKIUS HQ OCHOBE COMAaTHUYECKHX KJICTOK (llpO}I\ KIS U151 ledlIHH
; w\mumummu KACTKaMH)
I ;22,3 A, lumupammuuu.xau IPOJLYKLUHS ) ,
. g£3 5. bnorexunonoruueckas npojayKkums R
- 2.2.3.6. lpoayKkums. BblieIeHHAs U3 KHBOTHBIX HCTOUHHKOB /I npl aHoB
(TKameii) uesnoBeKa St
2.2.3.7. I KanennKeHepHas mpojyKimst (1poJ1yKius TKaneBoii mm« ICEH n)
T IIpouas Ono:ztornyeckas JekaperBeHHas POy KILHsl
Tlpouas jaesTeabHOCTB 110 HMIOPTY (BBO3Y)
.3

IJ

[
1
|
|
{

vl

I [L1omaka q)lmwem«)ro HMIOpTa (BBO3A) ==l |
2.3.2. FIMIOpT 1poMesKyYTOUHOI  [POAYKIH,  [oABepralouieiics j1ajibHeiinieii
odpadorke

e |-23:3. Tipodee Al LA

3. [IPOU3BOJICTBEHHBIE OHEPAILMH - DAPMATIEBTHYECKHE
CYBCTAHIIUN

MapyatieBTiyeckas cyOcTanums (cyOcTanimm):

”pOHSBO,lL IBO (bapmauenmqeckm Cy OCTaHIMIT METOJAOM XUMHUCCKOTO CHHTE3a

‘3.1.]. IIpou3BOJACTBO  IIPOMEKYTOUHBIX — [POAYKTOB  (papMalleBIHUYCCKOIT
OcraHuum ]

I1pou3BOACTBO HEOUHNILEHHOIT (papMaleBTHYECKOI cyOcTaHIH

l 2
.1.3. ConeoOpazoBatiue (0UMCTKA): yKa3aTh (Hapumep: nepexpmm*umsamm)
14z
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3.2 Hponssoactno — gapmaneBrinieckis cyOCTanIii  MeToaMn  BBLICACHIS 13
| MIPHPOIBIN HETOUHMKOR

(320 Buueaenne  dapmanestuuecknx  cyGeraniutii 13 HCTOUHIKOR
| PACTHICABLIOTO HIPOMCXOKACHHS

3.2.2. Bruiesenmne gapyanesrivecknx cyoctaniuii 13 HCTOUNNKOR AKHBOTIONO
| IPOHCXOAK eI

- MHHUCTEPCTBO HPOMBILLIEHHOCTH 1 TOPTOBJIH lﬁq

| 3.2.3. Bouteaenne papmanestiueckux cyGeranmii ns OpraHoB (TKaHeil) ue10BeKa
- 3.2.4. Bruieacuie gapmateBrnueckny ¢y 6etanmii 13 HerouninkoB MHHEPAILION0
| lponexomacns %3 : == Y
1 3.2.5. Moundukaims Bbijesennoi gapmanennieckoii ¢y Ocranmm
| 3.2.6. Ounicika BbLICACHHOIT hapMaleBTHYCCKOIT cyberanumn
| 3.2.7. llpouee j
|

r
|
i
t

0 3 ‘ » o R -;7 e o
3.3 Hpomssoacrso  papmanentiueckux — cyGeranunii ¢ HenoansoBanien
. OHOTOIIYCCKIX TIPOLeCCOoB
|

33,1, depuientanns e

1 3.3.2. TIpon3BOJCTRO € HETOMBL30BAHIECM KJACTOUHBIX KYABTYp v —
| 3.3.3. Beuteacume (ouncrka) : ;
334 Mosmdukanus v, : e ]
1 3.3.5. llpouce

| 34 I [poi3BoactBO crepuibHbIX hapManeBTHUCCKHX cyOcTanimi

.

o LLES SLEE SR )

e/ o bt bed
[ '341 d)ap.'uauenchcxuc C)’GCTZ]H[IMH. MPpON3BOJIMMBIC B aCCITTHYUYCCKHX

| McaoBuX =l
_ 3.4.2. GapmauesTiyeckue cyOGCTaHIiN, I0ABepracMble GPUUHIIHOIN CTepiisal i

| 3.5 | 3aBepuralonte CTaj MK NPOU3BOACTBA (hapMAICBTHICCKHX cyOcTannmit

35,1 Craamnu dusnueckoii 06paboTkm =70 ="

[ 2. IlepBuynas ynakoBka

.3.3. Bropuunas ynakoska

S Tpouee

Konrtpo:s kauecta

3.6.1. dusnueckue (XUMHYCCKHE) HCIIBITAHUS ===l

3.6.2. MHKpOOHO.I0rHYECKHE HCTIBITaHMS (BKIOUAs HCIIBITAHIE Ha CTCpH.’lhIIQg;)

3.6.3.  MukpoOnoiornueckne  MCNbITanus  (MCKNIOYAs  HCHBITAnNe  1a

|| CTCPH.ILHOCTD) 3

[77_173.6.4. brosornyeckue nernpitanms = i}
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()lpann'lclnm I TOSCHUTEIBHBIC  3aMCTKIL  Kacalotmees  o0Jactin 1puMeHeHms
ceprndukaras -

3avecruteab MHHHCTPA E.I'. I1puesxena
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