
M.W-IHCTEPCTBO IlPOMbllllJIEHHOCTH-H TOPrOBJIH 
- POCCHMCKOH <l>E,n:EPAIJ,HH 

CEPTH<l>HKAT 

COOTBET~TBIDI TIPOll3BO,l(CTef\,JIEKAPCTBEHHhIX q>E.l(CTB TPEBOBAHID[M IlPABl:UI 
HA:,l(JIE)l(Alll,EII 11POM3BO,l(CTBEHHOII IlPAKTlIKII EBPA3llllCKoro 3KOHOMWIECKOro COI03A 

N!! GMP/EAEU/RU/00995-2023 
CpoK ,z:i;eiicTmu:1 c 15.09.2023 no 14.09.2026 

/'/ 

BbI)],aH TIO MTOraM rrpoBe.[J,eHM5l cpapMaueBTHqecKOH HHCTieKUMM B 

COOTBeTCTBMM C Tipam-rnaMM rrpoBe.[J,eHIDI cpapMaueBTWieCKMX I1HCITeKUI1H, 

YTBep)K.[J,eHHhIMiif PeweHMeM CoBeTa EBpa3MHCKOH 3KOHOMifqecKOH KOMHCCHH 

OT 3 H05l6p5l 2016 r. NQ 83 ( 

MMHMCTepCTBO ITpOMblllIJieHHOCTM H ToprOBJIH PocCMHCKOH <l>e.[(epaUHH 

(MttHITpOMTopr Poccim) 

(nOJJHOe 11 C0KpmueHH0e Hal1MeH0BaHl151 yn0JlH0M04eHH0ro opraHa) 

ITO)],TBep)K.[J,aeT CJie.[(yIOlllee: 

npoBe.[(eHa cpapMaueBTHqecKa51 HHcneKUH5l 

-- ( 
CoBMecTuoe npeti;npus1Tue B suti;e o6m.ecTBa c orpauuqeuuoii 

oTBeTCTBeuuocTbIO «Remedy Group» 
(nOJlHOe Ha11.MeH0BaH11e np0113BO!ll1TeJrn) 

P~cny61111Ka Y36eKMCTaH, r. TaIIIKeHT, AnMa3apcKMH patioH, MttcKHH MCC 

"- yJI. 51HrH OJIMa30p, )],. 51 
(anpec npo1-13soncTBeHHOH nnow,anK1-1) 

Ha OCH0BaHMI1 3a5lBJieHM5l 0 BbI)],aqe cepTIIq>HKaTa C00TBeTCTBM51 rrp0I13B0)],HTeJI5l 

(npOH.3B0)],MTeJI51 /Hepe3M)].eHTa) JieKapCTBeHHbIX cpe.ncTB )],JI5[ Me.[(HUMHCK0ro 
,_ 

npHMeHeHM51 Tpe6oBaHM5lM Tipamrn Ha)],Jie)Kamen rrpOH3B0)],CTBeHHOH npaKTH.KH. 

EBpa3IIHCKOro 3KOHOMHqecKoro COI03a OT 05.06.2023 NQ 6/H. ,! 
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,l],~HHOe q:>apMau,eBTHqecf oe npOH3B0,l],CTBO COOTBeTCTByeT rpe6oBaHHJIM IIpaBHJI 

Ha,uJ1e)KallJ,eH npoH3BO,UCTBeHlIOH npaKTHKH EBpa3HHCKoro 3KOHOMHqecKoro coJ03a, 

3KmrnaneH'TIHbIX IlpwHu,1maM H PyKoBo,ucTBY EBponeiicKoro COJ03a no Ha,une)KallJ,ett 

npOH3B0,l],CTBeHHOH npaKTHKe JieKapCTBeHHblX cpe,ucTB ,l],JlJI Me,UHU,HHCKOro H 

BeTepHHapHoro npHMeHeHHJI H npHHU,HnaM C11cTeMbI 

q:>apMau,eBTHqecKHX HHcrreKU,HH (PIC/S). 

HacTmillJ,HH cepnlq:>HKaT OTpa)I<aeT CTaTyc rrpOH3B0,l],CTBeHHOH IlJIOllJ,a,UKH 

Ha MOMeHT rrpoBe,uemrn q:>apMaU,eBTHqecKOH llHCITeKU,HH H no HCTeqeHHII 6onee 3 JieT 

OT ,uaTbl nocne,uHero ,l],HJI nocne,uHero HHCITeKTHpOBaHHJI He MO)KeT C1IHTaTbC5l 

,l],OKyMeHTOM, CBH,l],eTeJibCTBYIOllJ,HM O CTaTyce COOTBeTCTBHJI. CpoK ,ueHCTBHJI 

cepTH!pHKaTa MmKeT 6bITb COKpallJ,eH npH HCnOJib30BaHHM COOTBeTCTBYJOllJ,HX 

npHHU,MnOB ynpaBJieHHJI pHCKaMH np11 HaJIHqHM COOTBeTCTBYJOllJ,eH 3afllICH B none 

«OrpaH11qeHHJI HJIM nOJICHMTeJibHbie 3aMeTKH, KacaIOllJ,MeCJI 06nacn-1 npHMeHeHMJI 

HaCTOJillJ,ero cepTH!pHKaTa». 

CepTHq:>MKaT 5lBJI5IeTC5l ,ueHCTBHTeJibHbIM B cnyqae npe,ucTaBJieHH5l BCex ero 

Jll1CTOB (KaK OCHOBHbIX JlMCTOB, TaK H ,uonoJIHMTeJlbHbIX JIMCTOB). 

AyTeHTifLJHOCTb (rro,UJIMHHOCTb) HaCT05fllJ,ero cepTH!pHKaTa MO)KHO npoBepHTb B 

6a3e ,uaHHblX MHHnpo~nopra PocCMM. 

EcJIH cepTH!pHKaT He rrpe,ucTaBJieH B yKa3aHHOH 6a3e ,uaHHbIX, cne,uyeT 

o6paTIITbC5l B yrrOJIHOM01IeHHbIH opraH, ero BbI,UaBIIIMH. 

HHHCTpa E.r. IlpueJ)KeBa 

KT516p51 2023 r. 

CTpaH11ua 2 113 8 
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MHHHCTEPCTBO IlPOMhlillJIEHHOCTH H TOPrOBJIH 

POCCHHCKOH <l>E,l(EPAQHH 
GMP/EAEU/RU/00995-2023 

' 181 JleKapCTBeHHhle cpe)],CTBa )],JUI Me)],HU:HHCK0ro npHMeHeHHH 
□ neKapCTBeHHbie rrperrapaTbl )lllil KJIHHHqecKHX HCCJie)lOBaHHH (HCilbITaHHH) 

KoLJ, Ha11MeH0BaH11e 

I. IlPOH3BO,l(CTBEHHhIE OilEP AI.I;HH - JIEKAPCTBEHHMI 
IlPO ,l(YKI.I;IDI 

1.1 CTe PHJJbHaH np0)],YKU:HH 
1.1.1 IlpOJBBO)lHMa51 B acerrn1qecK11x ycnoBH51X , ( onepau:1111 sz:> 6pa6~TKH )lJUI 
CJie)lyJOllJ,HX JieK;:tPCTBeHHbIX cpopM): 

', 

1.1 .1.1 . )1(11LJ,KHe JieKapCTBeHHbie <popMbl 60JibIIIOro ofrbeMa 
1.1.1.2. )1(11)lKHe JieKapCTBeHHbie q:>OpMbI MaJioro o6'beMa 

1.1.1.3 . nHOQ)MJIM3aTbl 
1.1.1.4. TBep)lbie JieKapCTBeHHbie Q)OJ)Mbl H HMIIJiaHTaTbl 

/ 

1.1.1.5. M51rKHe JieKapCTBeHHbie g:>opMbl / 

--
1.1.1 .6. Ilpoqa51 rrpo)lyKU:Irn, rrp0H3B0)lHMa51 B acerrT11qecKHX ycJI0BH51X 

181 1.1.2. IlO)].BepraeMaH «l>HHHIIIHOH CTepHJJH3aU:HH ( onepan:,HH o6pa6oTKH )],JJH 
CJJe)],yIOrn;Hx JJeKapcTBeHHbIX <J>opM): 

181 1.1.2.1. )KH)],KHe JJeKapCTBeHHbie 4>opMbl 60JJbIIIOro o6'beMa: paCTB0p 
181 1.1.2.2. )KH)],KHe JJeKapCTBeHHbie 4>opMbl MaJJoro o6'beMa: paCTB0p 

1.1.2.3. TBep)lbie JieKapCTBeHHbie cpopMbl 11 HMTIJJaHTaTbl 

1.1.2.4. M51rKHe JieKapCTBeHHbie q:>OpMbl I ' 
1.1.2.5. Ilpoqa51 rrp0)lYKU:1151, IT0)lBepraeMa51 Q)HHHIIIHOH CTepHJJH3aU:MH 

181 1.1.3. BbmycKaIOtn:HH K0HTp0JJb KaqecTBa (BbIUYCK cepHH) 
1.2 HecTepHJJbHaH np0)].YKU:HH T 

181 1.2.1. HecTepHJJbHaH npo)].yKU:HH (TeXHOJJOrHqecKHe onepaU:HH )].JJH 
U0JJyqeHHH CJJe)],yIOrn;HX JJeKapCTBeHHbIX <l>opM): 

181 1.2.1.1. KancyJJhl B TBep)].oii o6oJJoqKe: KancynbI 

1.2.1.2. KarrcynhI B M51rKoii-o6onoqKe ,/' 

1.2 .1.3. )l(eBaTeJibHbie JieKapCTBeHHbie Q)OpMbl 
I. 

1.2.1.4. HMnperHMpOBaHHbie JieKapCTBeHHbie q:>OpMbl 
1.2.1 .5. )1(11)lKMe neKapCTBeHHbie cpopMbI )lJl51 Hapy)I<H0ro rrpHMeHeHH51 

1.2.1 .6. )l(If)lKMe JieKapCTBeHHbie g:>opMbJ )lJl51 BHyTpeHHero rrpHMeHemrn 
1.2.1. 7. Me)lMU:MHCKHe ra3bl 

1.2.1.8. Ilpoq11e TBep)lbie JieKapCTBeHHbie q:>OpMbl 

1.2.1.9. IlperrapaTbl, HaX0)l51llJ,MeC51 110)1 )laBJieHHeM 
1.2. 1,. IO. Pa)lHOHYKJIM)lHhie reHepaT0pbI 

~ -
1.2.1 .11. M5IrKHe JieKapCTBeHHbie g:>opMbl -· -

1.2.1.1 2. CBeqH (cyrrrr03MTOpHH) 
1.2.1.13. Ta6neTKM 

-
1.2.1 J 4. TpaHC)lepMaJibHbie ITJiaCTblpM -

CTp aHttUa 3 tt3 8 00000·3211 
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1.2.1.15. flpoqa51 HecTepMJibHa51 npo,n:yKUM51 
181 1.2.2. BhmycKaIOI.QHH KOHTpOJib Kal.feCTBa ( cepTH<l>HKaU,HH cepHH) 

1.3 bMOJIOrMqecKa51 JieKapCTBeHHa51 npo,n:yKUH51 

1.3 .1. £11onorn:qecKa51 neKapcTBeHHa51 npo,n:yKUH51: 
1.3 .1.1. flpo,n:yKTbl KpOBM I 

1.3 .1.2. l1MMYH06HOJior11qecKa51 npo,n:yKUH51 
1.3 .1.3. flpo,n:yKUH51 Ha OCHOBe COMaT11qecKHX KJieTOK (npo,n:yKl(H51 )],Jl51 Tepanm1 

COMaTHqeCKMMH KJieTKaMM) 
1.3 .1.4. feHoTeparreBTMqecKa51 npo,n:yKUH51 
1.3 .1.5. £110TeXHOJIOr11qecKa51 npo,n:yKUH51 
1.3 .1.6. flpo,n:yKUH51, BbI)],eJieHHa51 113 )KllBOTHbIX l1CToqHl1KOB HJIH ?praHOB 

(TKaHett) qeJIOBeKa 
1.3 .1. 7. TKaHeHmKeHepHa51 npo,n:yKUl151 (npo,n:yKUl151 TKaHeBOH 11mKeHep1111) 
1.3.1.8. flpoqa51 611onor11qecKa51 neKapcTBeHHa51 npo,n:yKUH51 

1.3.2. BhmycKa10rn:11i1 KOHTpOJib ( cepTmpHKaUH51 cepm-1) (nepeqeHb B11)],0B 

npo,n:yKUHll): 
1.3.2.1. flpo,n:yKTbI KpOBH 
1.3 .2.2 . l1MMYH06HOJIOrHqecKa51 npo,n:yKUl151 ' 

1.3 .2.3. flpo,n:yKUH51 Ha OCHOBe COMaT11qecKl1X KJieTOK (rrpo,n:yKUl151 )],Jl51 
TepanHH COMaT11qecKHMl1 KJieTKaMH) 

1.3.2.4. feHOTepaneBTHqecKa51 npo,n:yKUH51 
1.3 .2.5. £110TexHonor11qecKa51 npo,n:yKU,1151 
1.3 .2.6 flpo,n:yKUH51, BbI)],eJieHHa51 113 )l(l1B0THbIX l1CTOqHl1KOB l1Jll1 opraHOB 

(TKaHeii) qeJIOBeKa 
1.3.2.7. TKaHeHH)KeHepHa51 npo,n:yKUI151 (npo,n:yKUH51 TKaHeBOH l1H)KeHep1111) 
1.3 .2.8. flpoqa51 611onor11qecKa51 neKapcTBeHHa.51 npo,n:yKUH.51 

1.4 IlpoqaH JieKapCTBeHHaH npO,iWKU,HH HJIH npOH3BO,l],CTBeuuaH ,l],eHTeJihHOCTb 

181 1.4.1. IlpOH3BO,lJ,CTBO: 

1.4.1.1. PacTl1TeJibHa51 rrpo,n:yKUH.51 -
1.4.1.2. foMeonaT11qecKa51 rrpo,n:yKUl151 

181 1.4.1.3. Ilpol.faH npo,ll,yKU,HH: Ul1TOCTaTl1Kl1: Kancynh1; npoq11e rpynnbI 
JI e KapCTBeHHbIX npenapaTO B: pacTBOp 

HCTpa E.r. Ilptt~3JKesa 

OKT516p51 2023 r. 
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I&] 1.4.2. CTepUJIU33U:HSI 4>apMaQeBTuqecKUX cy6CT3HU:Hii, BC"IlOMOraTeJibHblX 

BeIQeCTB, roTOBOH n o;:i; KU:UU: 

1.5 
I&] 

I&] 

1.4.2.1. <PHJibTpauIDI 

1.4.2.4. X11M11qecKa» cTep11mBaUJrn 
1.4.2.5. CTepHJIH3aUH» raMMa-113nyqeHI1eM 
1.4.2.6. CTe 11mnau11» ::meKTpOHHblM H3JiyqemieM 

1.4.3. Ilpoqee 
i 

YnaKOBKa 

1.5.1.1. KancyJihl B TBep;:i;oii o6oJioqKe: KarrcynhI 
1.5.1.2. KancynhI B M»rKoii o6onoqKe 

1.5.1.6. )I{JI)],KHe JieKapCTBeHHbJe opMbl )],JI» BHyTpeHHero rrp11MeHemrn 
1.5 .1. 7. Me)],HUHHCKHe ra3bl 
1.5 .1.8. TI oqJie TBep,1],bie JieKapCTBeHHbie cpopMbl 
1.5 .1.9. Ilperra aTbl, HaXO)],HlllJ,'IeCH IIO)],_)],aBJieHHeM 

1.5.1.11. M»rKHe JieKapCTBeHHbJe cpopMbI 
1.5.1.12. CBeqH (cyrrno3HTO HH) 
1.5.1.13. Ta6neTKH 
1.5 : 1.14. T aHC)],epMaJibHble nJiaCTbI H 
1. 5 .1.15. Ilpoqa» HeCTepHJibHa» JieKa CTBeHHa» rrpo,1],yKU,H» 

1.6 KoHT OJib KaqeCTBa 

I&] 1.6.1. MuKpo6uoJioruqecKue UCilblT3HHSI: CTepHJibHOCTb 

I&] 1.6.2. MuK 06uo,11oruqecKue UCilblT3HUSI: MUK o6UOJIOruqecKaH qucTOTa 

I&] 1.6.4. bUOJIOruqecKue HCilblT3HUH 

2. HMIIOPT JIEKAPCTBEHHOH IIPO,IJ;YK HH 

2. 1.2. MHK 06HOJIOfHqecKI1e HCITbITaHIDI: MHKpo6HOJIOflfLJeCKa» qJICTOTa 
2.1.3. XHMHqecKHe ( <pH3JiqecKHe) HCITbJTaHH» 
2. 1.4. bHOJIOr11qecK11e HCITbITamrn 

2.2 CepTH<pHKaUHH ce HH HMITOpTH yeMOH neKapCTBeHHOH IT 0)],YKUHYI 

I ' 

000003212 
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2.2. 1 CTep11JibHa51 rrpo,ri:yKI.J;I151 : ' 

2.2.1.1. Tipo113BO,Ul1Ma5CB acenTWieCKHX ycJI0Bl151X ' 

2.2.1.2. Tio,ri:BepraeMa.H q:nrn11II1Hoii cTepttmnaum1 ' 

2.2.2. HecTepHJibHa51 npo,ri:yKIJ,H51 

2.2.3. OHOJIOfHqecKa51 JieKapCTBeHHa51 npo,ri:yKUH51: 

2.2.3 .1. IJpo,ri:yKTbI Kp0BH 

2.2.3.2. l1MMYH06HOJIOfHqecKa51 npo,ri:yKUH51 
I 2.2.3.3. Tipo,ri:yKUH51 Ha 0CH0Be C0MaTHqeCKHX KJieT0K (rrpo,ri:yKIJ,H51 ,UJ151 Teparrn;H I 

C0MaTWi eCKHMH KJieTKaMH) 

2.2.3.4. feHoTeparreBTHqecKa.H rrpo,ri:yKUH51 
' 

2.2.3.5. OHOTeXHOJIOfHqecKa51 rrpo,ri:yKIJ,1151 '' 

2.2.3 .6. Tipo,ri:yKUH51, BbI,UeJieHHa51 113 )KHB0THbIX HCTOqHHKOB HJIH opraH0B 

(TKaHeii) qeJI0BeKa 

2.2.3. 7. TKaHeHmKeHepHa51 npo,ri:yKUH51 (rrpo,ri:yKUH51 TKaHeBOH HH)KeHepHH) 

2.2.3 .8. Tipoqa51 6HOJIOfHqecKa51 JieKapCTBeHHa51 rrpo,uy1(IJ,H51 I 

2.3 Tipoqa51 ,ri:e.HTeJibH0CTb no HMrropTy (BB03Y) 

: 2.3. 1. Tinor.ua,ri:Ka q:>H3HlieCKOfO HMil0pTa (BB03a) 
, 2.3.2. }hmopT rrpoMe)KyToqHott rrpo,ri:yKUHH, no,ri:Beprmor.uettc51 ,ri:aJihHettlllett 

\, 

o6pa6oTKe 

2.3.3. Tipoqee 

3. IIPOII3BO)::(CTBEHHhIE OIIEP AI(IIII - <I> APMAI(EBTJiqECKIIE 
CYJiCT AHI(IIII / 

· " <l>apMaueBTHqecKaH cy6cTaHUH51 ( cy6ct'aHu1111): 
\ 

3. I TI'po113BO,UCTBO cpapMaueBTHqecKHX cy6cTaHIJ,HH MeT0,U0M XHMHqecKoro CHHTe3a 

3.1. 1. IJpOH3BO,UCTBO 
/ 

cpapMaIJ,eBTHqecKOH rrpoMe)KyToqHbIX rrpo,ri:yKT0B 

cy6cTaHUHH ., 

3. 1.2. IJpOH3BO,UCTBO HeOlIH1IJ,eHHOH cpapMaIJ,eBTHqeCKOH cy6cTaHUHH 

3 .1.3. Coneo6pa30BaH11e ( oqHcTKa) 

3.1.4. IIpo4ee 

HHCTpa E.r. Ilpue1mesa 

7 OKT516p51 2023 f. 
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3.2 

3.3 

3.4 

3.5 

3.6 

MHHHCTEPCTBO IlPOMhlllIJIEHHOCTH H TOPrOB.JlH 
POCCIIHCKOH <l>E,I(EPAD,HH 

I I GMP/EAEU/RU/00955-2023 

flpOH3BO.UCTBO cpapMau,eBTHqecKHX cy6cTaHu,110 MeTO.UaMH BbI,UeJ1 eHI15I 113 -
IIpHpO,[J:HbIX HCTOqHHKOB 

3.2.1. B1,1,ue11eH11e cpapMaU,eBTHqecKHX cy6cTaHU.HH 113 l1CTOqHI1KOB 

paCTHTeJlbHOro IIPOHCXO)K,Uemui: 

3 .2.2. B1,1,ueJ1eH11e cpapMaU,eBTHqecKHX cy6cTaHU,I1H 113 HCTO1-lHI1KOB )KHBOTHOro 
rrpoHCXO)K,UeHH5I 

3.2.3. B1,1.uenem-1e cpapMau,esT11qecK11x cy6cTaHU,HH 113 opraHoB (TKaHeH) l._leJiose1rn 

3 .2.4. BbI,UeJieHHe <papMaU,eBTHqecKHX cy6cTaHU,l1H 113. HCTOl._lHHKOB MHHepaJlbHOTO 

rrpOHCX0)K,UeHH5I 

3 .2.5 . Mo,u11cp11KaU,115I BbI,UeJieHHOH cpapMaU,eBTHqecKOH cy6cTaHU,Hl1 

3 .2.6. Qq11cTKa BbJ,ueJleHHOH cpapMaU,eBTHqecKOH cy6cTaHU,H11 

3.2.7. flpoqee 

flp0113B0,UCTBO cpapMau,esT11qecK11x cy6cTaHU,HH C HCITOJlb30BaHHeM 

611onor11qecKHX npou,eccos 

3 .3 .1. <t>epMeHTau,1151 

3 .3 .2. flpoH3BO,UCTBO, C HCIIOJlb3OBam-IeM KJleTOqHI,IX KYJibTYP ' 

3.3.3. B1,1,ueneH11e ( oq11cTKa) 

3 .3 .4. Mo,uHqmKaU,H5I 

3.3.5. flpoqee 

flpOH3B0,UCTBO CTepHJlbHbIX cpapMaU,eBTHqecKHX cy 6cTaHU,l1H -

3.4.1. <t>apMau,eBTHqecKHe cy6cTaHU,HH, IIp011380,[J:liMbie B acenTWJeCKHX 
ycnosm1x 

3 .4.2. <t>apMaU,eBTHqecKHe cy6cTaHU,HH, rro.usepraeMbie <pHHl1lllHOH CTepHJlH3a.U,Hl1 

3aseplllaIOlll,He CTa,UHH rrpOH3BO.UCTBa cpapMau,eBTHqecKHX cy6cTaHU,lIH 

3.5.1. CTa,u1111 cp11311qecKoH o6pa6oTKH 

3.5.2. flepswrna5I yrraKOBKa 

3.5 .3. BTop11qHa5I ynaKOBKa 

3.5.4. flpoqee 

KOHTpOJlb KaqecTBa -

3 .6.1. <f>11311qecKHe (XHM11qecK11e) l1CIIbITaHl15I 

3.6.2. MHKpo611onor11qecKHe HCilbITamrn (BKJ1J0qa51 HCIIbITaHHe Ha CTepHJlbHOCTb) 

3.6.3. MttKpo611onor11qecK11e 11CIIbITaHl15I ( l1CKJIIOqa51 l1CIIbJTaH11e Ha 
CTepHJibHOCTb) 

. 
3.6.4. E11onor11qecKHe 11crr1,namrn 

CTpatt11ua 7 113 8 
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4. npoqnE OilEPAI(HH - <l>APMAI(EBTHqECKHE 
CYECTAHI(HH 

/ 

Oq2am1qeHH51 HJIH TI051CHl1TeJibHbie 3aMeTKH, KacaIOill,HeC51 o6naCTl1 npHMeHeHH51 

cepTmpttKaTa: -

) 

) 

E.r. Ilpue3~eBa 

27 OKT516p51 2023 f. 

a 6b1da'-iu cepmuq_JuKama) 

\ 


