JEPXULIKCITY XXBA
AEPYCABHA CJIVKBA 3 JIKAPCHKHX 3ACOFIB TA KOHTPOJIIO
3A HAPKOTMKAMH Y YEPKACBHKIHA OBJIACTI

By CMinanceka, 171, m. Yepkacu, 18008, Ten.: (0472) 66-38-95, Ten/daxc: (0472) 63-04-13
E-mail: dIs.ck@dls.gov.ua,https://www.dls.gov.ua, Kon €TPTIOY 37067296

BHCHOBOK
NPo AKICTEL BBe3eHOro B YKpainy JikapcbKoro 3acoby

15.04.2021 Ne 20056/21723

CIIAZMLI-M
(natimeHyBauHa nikapcekoro 3acoby ariaHo 3 peecTpailiinusM nocBiggcH M)
Tabaerkn mo 10 Tabrerok y 6aicrepi; no 2 Guicrepn B Kapronwiii maani
(dopma sunycky, nosysanns, pHx naxysania nikapcsKorg 3acoby)

Homep peectpanitinoro mocsimenns UA/9012/01/01 crpox i peectpanifizoro nocsimuenns 01.01.2099

Cepix nikapcrkoro zacoby Ne 841020 KinbkicTs pbesenoro nikaperkoro sacofy 9740
BupoBuuk AT "Codapma", Bonrapis
; (HaitmenyBanus BUPOGHHKA MIKBPCEKOTO 3aco0y, kpalHa NOXOIKEHHA)
Baeseno B Vipaiuy TosapucTBo 3 06MexeH00 BiINOBiNANLHiCTIO "Codapma Vkpaina",
inenr. xon: 38323318

+ (nafiMenryBanun T2 kox 3a €JPTIOY sopHarun0T 0C00H a0 npizsume, iM'E, no Garsxosi diznuroi
ocoly - nianpueMus, i Micue npoxuBanus Ta poecTpauifinnit HoMep o0nikoBoT KAPTKH ILIGTHHKE
" monarkis a6o ccpis Ta Homep nacnopra)

Iporoxon sizyaniuore xontpomo six 06.04.2021 N 154/0/01.24-21/8.

JlaGoparoprutt ananis axocti nikapcekoro sacoby 3aifcHenni:

Al "Uentpansua nabopatopis 3 anaiizy axocTi JKapCHKUX 3ac06iB i MeaaHOT npogyKmii™
_(m.Kuis, Byn.Kyapsscexa 10r)

(HafimMeHYBAHHS Ta MICIICSHAXOLKEHHA NaGopaTopit, o nposena naboparopruii ananis skocri)

Bucroox mopo sxocri ixapesxoro 3acoy, eunanuti nabopatopicio pin 14.04.2021 Ne 0888

Pesymuraru naGopatopHoro ananisy akocti nikapeskoro 3aco0y 3a nepeBipeHHMH NOKa3HHKaMU BiAMOBIAAI0TEH
BHMOTaM METOJIiB KOHTPOBO SKOCTi (8HANITHYHO-HOPMATHBHOT DOKyMEHTAIlIT).

3a pe3ynLTATAMH  EDIKABHOTO KOHTPO/II® BCTAHORNEHO, [0 MiKapchKHA 3aci6 BBesepo B YxpaiHy 3
AOTPHMAHHAM eiMOr 3aKOHOAABCTBA LIOJO 3a6e3NEYSHHS AKOCT Jikapcekux 3acobis.
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% sopharma®

CEPTHDIKAT AKOCTI No 41/ 08.12.2020

Jlikapchkuii 3ac¢it: CINA3MMIT-M® rabnetxn x 20
SPASMIL-M® tablets x 20

MCTaMi301 HATPIKO MoHOri apaT 500 mr,

nitodenon rinpoxnopua 5.25 Mr, dennipepnrio Gpomin 0.10 Mr

Jiroui pevosusn/ Tad.:

Cepis Ne; 841020
Jara eppobuuurea; 27.10.2020
[Mpunatnuii no: 31.10.2023
KinbxicTe ynakosox / Tvn ynakosku: 9740 yn. /2 6x. x 10 TaOn./
Micue npusnavenns: Yxpaiua
AHaniTH 2 J0KYMEHTALIT A0 peecTpaniifnoro nocaigucnts Ne: UA/9012/01/01, Bepcia 7.0
Tepwmis rii peecTpauifiHoro nocsinuexns: OezcTpokogo
Jlinensis ninbhuui 8iANOBINaNLHOT 32 BUNYCK cepil No: BG/MIA-0184

GMP ceprudikar nimbHuui sianosinansHol 32 sumyck cepii Ne: BG/GMP/2017/105
AIpecd ALK BIANOBIAATLHOT 28 BHAYCK cepil:

AT ..Cotapma”, syn. Lnicxcbke woce 16, Codis, 1220, Bonrapis

No HaiiMenygannna noxaszuukie Honyctumi Hopnis PesynsraTr
1 2 3 4
1. | 3osuimHii surnsy Kpyrni nnocki Tabnerxu 3 gackoio Ta Binnoeinae
PO3NOALIBY0I PHCKOIO, AlaMeTpoM 13 MM
2. | Konip Bin 6inore no majkixke Ginoro Maitxe 6inmii
3. | 3anax Bes sanaxy Binnorinac
4. | Pozpananus (3 guicxamu), B X8, He Ginblie I5 6
5. | Cpeans maca i Bin 589.0 no 651.0 mr 616.9
ORHOPOAHICTS MacH 18/20 Tanerox: £ 5 % +2.0/-1.7
2/20 Tabretok: + 10% v
ORHODIAHICTL MACH NONOBHHY TabNeTKH Mae gifnorigark sunpoGysanmo Binnoeinae

loenTudixanis Qil0YNX peqoruy

- METAMIZONY HATPHO MOHOFIEpaTy
/ axicut peakuii /

MaioTs Bitnosizaty sunpobysano

BiarnoBinawors

- niToQeHoHy riapoxinopuay /BEPX/ Mae pianosinatd sunpobysanmo Bianosinae

- pennisepunito Gpominy /BEPX/ Mac pinnorigary sunpobysanuio Binnosinac
8. | Cynpoeigni foMilky BinnocHo MeTaMizomy

HaTpilo MOHOrINpaTy, %, He Hinslne

- 4-METHIAMIHOAHTHNIpYH 0.5 0.03

- ORMHKMHE HEIDeHTHDIKOBaKa JoMIiIKa 0.1 0.01

- CY¥YMa ZOMILLIOK 0.7 0.05
9. | Posunnenna, B % BiA 3a%BneHOTO BMICTY,

yspes 45 XB, He MeHiue

- METaMi30Ny HaTPil0 MOHOTiApaTy 75.0 (Q) 94.5

- nitodeHoHy rigpoxiopuny 75.0 (Q) 94 .4

- deHniBepukio Hpominy 75.08(Q) 924
10. | KinbKicknif BMICT Zil0UHX PEYOBYH B OfHIf

TabseTul, Mr

- METaMI30NY HATPIIO MOHOTiApaTY Bin 475.0 po 525.0 489.2

- nitodenony riapoxnopuny Bin4.988 no 5.512 5.044

- hennirepuHiio Gpominy Bin 0.0925 mo 0.1075 0.0957
11. | CnoHopinHicTs RO30BAHWX OQHHKLE 5.

- METAMIZONY HaTpllo MoHoriapaTy AV <150 3.1

- niToderoHy rigpoxnopuny AV <150 2.1

= r})eﬁnfsepnﬁim Bpomixy AV=150 22
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Sopharma AD | 16 lliensko Shose Str. | 1220 Sofia, Bulgaria | tel: +359 2 813 4200 | fax: +359 2 936 0286 | mail@sopharma.bg
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1 2 3 ] 4
12. | MikpoBiosorisHa 4yucroTa
- TAMC, CFU/r ' < 103 <10
- TYMC, CFU/r < 10 <10
- E. coli, CFUM Biacytaicts BincyTHi
13. | IlepeunHa ynakoBxa Mac signosigati Binnosinae
peecTpaiiiiiiil nokymMedTanii
14. | BropuHHa yHakoBka Mae Binnosigatu Binnmorinae
peecTpallifiHii AOKyMEHTall]

BHUCHOBOK: Hikapcekuii 3acif CTIAZMMII-M® 1aGretrn x 20, cepis Ne 841 BELRIE BEMOTAM AHANITHYHOT

HOKYMEHTaIIL.

JEKJIAPALILA BITFIOBHIHOCTI: Mikapeskuif 3aci6é CTIAZMUMIT-M® tatnetxu x 20, cepia Ne 841020 supobneno,
3aNnaKkoBaHo | IPOKOHTPOIBOBAHO BIINORIIHO N0 BUMOF GMP, peectpauidol z{oxymemawtﬁa BHPOOHKHUTBO.
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Jarta suitycka cepif: 08.12.2020 p.
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AEPXIIIKCITYKBA
AEPXABHA CJIYIXBA 3 JIKAPCLKHX 3ACOEIR TA KOHTPOJIIO

¥

3A HAPKOTHKAMY Y HEPKACBKI OBJIACTI

ByN. CMinaHcoKa, 171, m. Uepkacu, 18008, Ten.: (0472) 66-38-95, Ten/dakc; (0472) 63-04-13
E-mail: dls‘ck@d!s.gov.ua,https://www.dls.gov.ua, Kog €]TPTIOY 37067296

BHCHOBOK
PO AKicTL BBe3eHoro B Ykpainy sika PcbKoro 3acoby

15.04.2021 N2 20057121723

CIIAZMLI-M

(HatiMenyranus Hikepcskoro 3acofy 3rinno 3 peecTpanifinmm NOCBIYEHHs M)
Tabaerkn no 10 TabjieTok y Saicrepi; no 2 GaicTepn B KaPTOHHIH maynj

(opma BHITYCKY, n03yBanAx, BHg aKyBaHHR Nikapchkoro 3acody)

Howmep peectpauitinoro nocsimsenns UA/9012/01/01 CTPOX 1if peectpaiitiioro nocsizvenns 01 .01.2099

Cepis nikapcrxoro 3acofy Ne 851020 Kinexicts peesenoro MiKapcsKoro 3acoby 9774
BupoGuux AT "Codapma”, Bosarapis
(namenynanig BHPOOHHKA nikapchkoro 3acofiy, kpaina noxomxen HR)
Breseno B Vxpainy ToBapnerso 3 o6mexenom BUIMOBitaBHicTIO "Codapma Ykpaina”,
inenT, kon: 38323318

* (HaHmeHyBaRHA Ta kox 37 ENIPTIOY sopuasunol oeoGa a6o rpiapume, iM's, no Gatbron] tisnunoi
0CO6H - ninnpremug, Iy Mictie npoxuBanus peccTpaniAuni HoMep 061ikoBoT kapTky nuaTHIKA
noaatkin abo cepix Ta HOMEP nacriopra)

Tporoxon siayansnoro xorrpomo 8in 06.04.2021 p 154/0/01.24-21/9.

JaGopatopunt anania AK0CTi NikapcLkoro 3aco0y 3mifcHenui:

I "Lenrpansaa naboparopis 3 AHATI3Y AKOCTI MKAPCLKHX 3ac06ip MexmaHol nponykuii"
(M.Kuis, ByLKynpsscrka 10r)

(nafMenyBaHER Ta MicICIHAXOMKCHIE #aboparopii, we Nposena naboparopraii anania AKocTi)

BucHorok mozo skocTi NiKapchKoro 3acoby, Bunanuii naBoparopicio sin 14.04.2021 Ne 0887

Pesynsrarn natopaTtoproro ananisy kocti nikapesxoro 3acoby 3a nepenipenimy Noxaswukamy BIXOOBiNRIOTE
BHMOTaM METORIB KOHTPATIO HKOCTE (aﬂanimlmn-nopuamnuof AOKyMeHTalii),

38 peaynsrartasy ACPKARHOTO  KOHTPOMO BCTAHOBMCHO, 10  ikapchkuit 3acid Bpeseno g Yxpainy 3
AOTpHM&HH;I_ M BHMOT 3aKoHOzABCTBA meao 3abeanewerns skocTi JHKAPCRKHX 3acobis,
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CEPTHMGIKAT AKOCTI No 42 7 05, Y2.2020

Jikapchenit 1acit:
Jiout peucunnu/ ragy

Cepia Ne:

Hara supotunurea:

Hpupatunii ao:

Kinkkicts ynaxosok / tun YNAKOBKH:
Micue npusHauenna:

AHAniTHYHA JoKyMeHTAN A 1o peecTpauifinoro nocsinuenng Ne:

Tepmin aif peectpauitiporo OCBIIUEHKS!
Jivensis ainpruui
G

BIAMOBIZANLHGT 3a BHAyCK cepii Ne:
MP ceprudikar ninsumui sinmosisans o 33 BUNYCK cepii Ne:
Allpeca Iifb oIl BiZHORI AL HOT 32 BUNYCK cepil:

CHABMMHI-M®* rabretan x 20
SPASMIL-M* tablets x 20

METaMI30n HaTpile Monoriapat 500 mr,
5.25 mr, deunisepunin Opomin 0.10 mr
851020

28.10.2020

31.10.2023

9774 yn. /260 x 10 Tabn./

Ykpaina

UA/SD12/01/01, Bepein 7.0
fe3cTpokoRD

BG/MIA-G184

BG/GMP/2017/105

miTodenos rinpoxnopis

AT Cobapma”, syi. Iniencbxe woce 16, Codis, 1220, Bonrapis

| N | Hadisenysanus MOKEIHUEKIR Hdonyetusi nopmn Peaysanrar
L. | 3osuiwkii surasy " Kpyrai mnocki ta6retsn 3 backoro Ta Binnosinae
] _PO3MOAITLYOI0 PHCKOIO, AiaMeTpom 13 M
?._ Kosnip Bia 6inoro no maiike 6inoro Maiixe Ginuii
3. | 3anax bes zanaxy Bianosinae
4. | Posnagaumus (2 oucKkami), B X8, He Ginpure o 15 i}
5. | Cpeaus maca i Bia 589.0 20 651.0 mr 618.2
OUHOPOAHICTS Mack 18720 Tabnetok; + 5 % +1.3/-1.9
2/20 Tabnerox: + 10% = .
6. | OmiopinnicTs MacH nonosmm Ta6nerm Mac rinnoeinaty snnpodysanuio Bianosinae
%7'"”“?,EEL“T]};;EE;IG}}EELE}MBm. - )
/' ;";Ei?;jg;gu;afpﬂo MOHOTLApATY MaioTs ianosizatu BHIMPOGYBaLHIO Binnosinaiors
- nitohenomy rinpoxnopuny /BEPX/ Mae sianosizath BunpoBysarmio Bianosinae
- ennisepunino Gpominy /BEPX/ Mae pinnosinary sunpodysanmo ~ Biﬂ“??_fﬁﬁﬁ___“mw
8. | Cynpoeinsi nomimiku BiZHOCHO MeTamizony
HATPiI0 MOHOri tpaty, %, He Giabue
= 4-Me'iﬁ£amiuoanmnipwz 05 0.04
- OMuHHHa HEiNEHTHIKOBANA NOMILLKA 0.1 0.01 ~
- CyMa fnoMilnok 0.7 0.06
$. | Posunnenns, s % pizn 3asmﬂezw?&?ﬁhui“(;};:m_
Hepes 435 xB, He MeHe
T—Eé'ramiaony HATPIIO MOHOriapaTy B _ 750 (Q)mm o 94.8
v el T R I Y S
- §ennisepunito Gpominy “ 500Q) e b 993
10. 1 Kinsxichuii smicT mirounx PEYOBUE B OOHIR - - ‘
rabaerul, mr
- METAMI30NY HATPilO MOHOri ApaTy Bin475.0 5o 525.0 485.6
- IHTodieHONY riapoxnepuny Bin 4.988 no 5.512 7
- beunisepuniio Gpominy o Bin 0.0925 5o 0.1075
11. | Onnopinmicrs nozouauﬂ; omMBHUE
- MeTamizony Harpiro MCHOTifpaTy AV £15.0
{ & fitogenony rinpoxnepuny AV <150
| - cbem’:iuegﬂﬂ_ija Gpominy AV =150

1, . {-:-"'
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2 3 4
Mikpobionoriuma unctora
- TAMC, CFU/r <1¢° < I
- TYMC, CFU/r <10’ <10
- E. coli, CFU/r BiacyTricTs Bincymi
Tmﬁ;ﬁuﬁg yna;wmamT - B Mae sianosigary Bls:LAIVrsosiﬂae
i o __PpeecTpauliiinii qokvMeHTawii
14, ; Bropurna ymakorka Mae pignosinaru Bianosiaae
i peccTpamiitiifi gokyMenTauii

BHUCHOBOK: Nlixapcskuit sacit CITA3IMUT-M®

AOKYMeHTalii,

JAEKJIAPALLSI BIAMMOBIAHOCTT: Jlixapcpxuit 3aci6 CITAZMUII-M®

yet

Tabnetkn x 20, cepia Ne 851020 winnoninae sumoram AHAMITHYHOT
s ?

Tabnerxku x 20, cepis Ne 851020 BHpOOREHO,

32MAKOBAHO | IPOKOHTPONLOBAHY BIANOKIIHO 10 BHMOT GMP, pecctpauiiinol a0kymenTauii Ta siueusit ua snpobHuuTRO.

Hara eanycka cepii: 09.12.2020 P

Sopharma AD | 16 lliensko Shose Str. | 1220 Sofia, Bulgaria | tel: +359 2 813 4200 | fax: +359 2 936 0286
Codapma All | yn. “Mnuencko woce” 16 | 1220 Codws, Bonrapus | Ten: +359 2 813 4200 { haxc: +3592936 0

sapharmagroup.com
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| sopharma®

CEPTHPRIKAT AKOCTI No 10/ 22.02.2021

CMAIMIUL-M Tadaerkn x 20

SPASMIL-M® tablets x 20

METAMITON HaTPIKO Monorigpar 500 wr,

nitopenon rigpoxnopnd £.25 ur, gennisepunivo Gpomia 0.10 mr

HNikapcwxnd sacid:

Hiioui pesoansn! rabn,:

. ]

=

Cepia No: 890221
Jara snpoGusnurea: 12.02.2021
Mpuaarsui oo 28.02.2024

KinbkicTn ynakosok / THI ynakoskmu:
Micue npuiHaueins.
AHLNITHYHE Q0KYMCHTEUIA 20 PECCTPALIANOTO nockinMenns Ne:

9715 yn. {260, x 10 TaGn./

Yipaina

UAMSOI201/01, pepein 7.0

Tepmin aii peccrpauifinoro nocsinuenns: GecTpokoso
Jliuewsia ainwhmui sianosizgansmol 3a sunyck cepii Ne: BG/MIA-0184
GMP ceprudirat AlbHmUL BIAN0OBI aaNLHOT 32 BUNYVCK cepil Ne: BGAGMP20017/105

Aspeca niakMuui BiANOBIAATEHOT 33 BHNYCK cepil:

AT ,Cobapma®, syn. Inickcuke woce 16, Codis, 1220, Boarapis

Ne HBHMEH}’HHHH; NoKAINHEKIR Jonyerusi nopsn PesyawTaT
1 3 4
JorHiwHiE aHraLn Kpyrai nnocki tabnerks 3 ackoio Ta Binnosigac
POSNORLEYMO0K PHUCKOW, diaMeTpoM 13 MM
| 2. | Konip Bia Ginoro o mafwe Ginoro Majiwe G
3. | 3anax Bea zanaxy Binnosigac
4. | Posnapauns (3 auckamu), o x8, ve Sinewe 15 £
5. | Cepenns maca | Bin 589.0 a0 651.0 mr 618.0
OAMOPOAHICT] MACH 18/20 Taénetok: £ 5 % +1.3/-1.0
2120 Tafineror: = 10% 2
OUHOPLIHICTE MECH NOAOBHIK TaBNeTRH Mae pignosigaTy sunpobysaning Bianosigae
7. | laewtudirauia gioumx pevossn |
; :::I::::;f:fuzafpm e '/ MaroTe BianoBiLaTH BHNPOGY EAHHIG Bianosinaors
- NTOfeHoRY TrinpoxaopHIy IBEPX/ Mac nianosisaTh BUNpoGYEaNHHIO Bianowinac
| = peunisepunno Spominy [BEPX/ Mac pianosinarn snnpobyeanug Bianoeinac
8 ?‘}lﬂpﬂainﬁi AOMILIKY BiHOCHO METaMizony
HATPI MOHOFIApaTY, %, e Ginwme
- 4-u¢rnmu1£¢aumuipn H 0.5 0.02
- OAMHIMHE HeiaenTidivoaana noMimka 0.1 0.01
- CVMa JoMioK 0.7 = 0.03
9. | Posunnenns, & % Bin 33ABNEHOTO BMICTY, .‘i? i r-tg
neped 435 xXB, He MeHLe - [PE)
- METAMi30NY HATPiKO MOHOTIApaTy T50() “0 v
- niTodeHony rinpoxnapmx_}'-‘_ 7500 L "
- theHnisepunio GpoMiny - 75.0(Q)
10. | Kinexicumit Bmict 2is0ymx peqosiy B 0auii B 1
TabneTud, Mr
= METAMII07Y HATPIKD MONOFiAPATY Bin 475.0 no 525.0 84.2
- pitodenony riapoxnopuay Bin 4.988 20 5.512 - 5.254
- ennisepunito Gpomiay Bin 0.0925 a0 0.1075 0.0971
1. | QanopiaHicTs L030BAHKY OAHHHILL |
= METAMIIONY HATPIKD MOHOTIIPATY | o A‘n."_-i 15.0 N 3.!_1
- miTothenony rigpoxiopuay AV = 130 52
- theHnipepHHite Gpomiy | AV =150 8.4
Crop. | o7 2
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HAEPAUIIKCITYXXBA
AEPIKABHA CJIVIKBA 3 JJIKAPCHKUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMM Y YEPKACBKIN OBJIACTI

Byn. Cuminsuceka, 171, m. Yepracu, 18008, ten.: (0472) 66-38-95, Ten/axe: (0472) 63-04-13
E-mail: dls.ck@dls.gov.ua, https://www.dls.gov.ua, Koa €EPTIOY 37067296

BHCHOBOK

PO SIKIiCTH BBe3eHOro B YKpainy JikapcbKoro 3acody

17.02.2022 Ne 8575/22/23

CHHA3SMIJI-M

(HafMeHyBaRHA JIiKapchKOro 3acoly 3rifH0 3 peceTpPaLifiHHM [0CBLIYEHHAM)
Tadaerkn 1o 10 Tabaerox y 6aicrepi; no 2 GaicTepn B KapTouuiii navui

(popma sunycky, 103yBanHs, BII HAKYBAHHS 1iKapCLKOro 3acoly)
Homep peecrpauiiinoro nocsimtenns UA/9012/01/01 crpox nii peecrpauiitsoro nocsixyenns 01.01.2099
Cepisa nikapcekoro 3acoGy Ne 890221 Kinbkicts sBe3eHoro aikapeskoro sacoby 9775

Bupo6nk AT "Codapma", Bosrapis

(naliMenyBanus BupoGuuKa nikapeskoro sacoby, kpaika TIOXOJIHCHHA)

Bseseno B Yipainy Tosapucrso 3 o6mesxenoo Bianosizaasnicrio "Codapma Yipaina',
izent. kox: 38323318

(Haiimenypanis Ta ko 3a C€/IPTIOY 10puanuHot 0co6K a0 npisprite, M5, 1o GATEKOB] thiznanol
ocobu - nianpuemus, it Micue NpoxuBanHs Ta peecrpauifinuit HoMep 0GRIKOBOT KapTKM MnATHHKA
noaarkis aGo cepis Ta HOMep nacnopra)

IlpoTokon sisyansuore konrpomo sia 17.02.2022 Ne 64/0/01.24-22/6.

32 pesynbTaTaMM JEPKABHOrO KOHTPOMIO BCTAHOBNEHO, IO Jikapchkui  3aci6  BBescHO B Vkpainy 3
AOTPHMAHHAM BHMOT 3aKOHOIABCTBA OO 3a0€3MEYEHHA AKOCT JTiKAPCHKHX 3ac06iB.
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