JEPHINKC] [Y)XXBA
NEPKABHA CIYIXDBA 3 JMIKAPCBKHUX 3ACOBIB TA KOHTPOJIO
3A HAPKOTUKAMH Y UEPKACBHKINA OBJIACTI |
pyn. Cvinsnebka, 171, M. Heprack, 18008, ren.: (0472) 66-38-95, ren/paxc: (0472) 63-04-13
E-mail: dls.ck@dls.gov.ua, https://www.dls.gov.ua, Kon EAPTIOY 37067296

BICHOBOK

npo sIKicTH BBE3EHOro B Y Kpalny nikapebKoro 3acody

20.10.2023 Ne 53254/23/23

“““ CTIASMAJITOH®
(HAfMely BRI TIKAPCHKOTO 3ac0BY 3TiiHO 3 peceTpaniim HOCBIAUEHHIM)
PO3YMH IR in’ exuiil, o 2 MJ B amysi; 1o 10 aminyny Gaicrepi; o 1 fuicrepy B KApTOHHIH
| Ayl
(hopya BUIIYCKY, AO3YRAHHS, BUA TAKYBAHHA TIKAPCHEOra 30000Y)

Homep peecrpauifinoro nocsiguenns UA/3 §31/01/01 crpox aif peeccTpauifinoro noCRiAHEHHS 01.01.2099
Cepin nikapeskoro 3acoby Ne 322123 KinpkicTb BBE3EHOrO NiKapebkoro sacody 9172

BupoGuux AT "Cogapma”, Bonrapis  —— |
(HaiMenyRanBs BUpOBHHKA AIKAPCHKOTO 1acoBy, KPAaiHa NOXOMLIKEHHS)

BpeszeHo 8 YKpaiiy TosapHcTBO 3 00MEKCHOIO pinnopinansaicTio "Codapma Ykpaina®,
inent, won: 38323318 B o
(nafivenysanss ta koi 3a €PTOY oprArgB0T 0c00n ab0 BPIIBKILLL, iM'a, no BaTLkosi GI3HIKOT
0co0H - nianpreMis, il MICHE HPOMUBAHNA T4 peccTpaliilnuit noMep 00niKOBOT KAPTKH TARTHHKY
| poaaTkin 400 cepis Ta HoMEp aciopTa)

[1pOTOKON BI3YAILHOTO KOHTPOMNO Bill 20.10.2023 Ne 320/0/01.24-23/3.

3a  pesysbTaTaMi  IePKABHOLO  KOHTPOIO sCTAHOBMIEHO, WO Alkapchbkud  3acld  BBE3CHO B Yipatuy 3

AOTPUMAHHSM BHMOT 3aKOHONABCTEA LIOAL sabeane e s AKocTi Nikapebiuy 3acoGis,

eap -1 Ay ar
s W

- L
((.ﬂ"ﬁ\‘ G RN
it 5 e

o e M N

f £ 1 &

!" "‘.-u:"i\:" St o i ._" * & -
ol B B R Py )
7 L R L ‘H ol
v LT d I T
o

_Ha:tala.nbﬂ.}tzzgf*@-ﬁxﬁﬁE%Hw-jm?-@"; R Maxcenm BOLIKO
nuumdhpdﬂvuvwun-ptfuwtnt-g;;%ga-hﬁ!r}hqnmrl?llrﬁ;:f\bl-- - v-;’«- Ew-i;*--uutt;rqun%—_% ---------------- v - . ---;-u-nﬁv“»un--mvvu-#Ahnvv--anduuv-unrn-uqun.--r--u---wr--
(uocwma:r{' geoba ogfewllgf1im%£11;(}roﬁg iy’ : (iuiutianm Ta rpissuiLe)
(A N
WS N LR R S A
1’#. ¥ : \‘va’]:l v r"f'# s ?:? s
'] 3 & .;;' s 1_} ;’
1:11-5.:::*:: \"“\ "'f"‘-:'“"r'w‘.y’!f” / 1.{5*

\¢ ‘{'Td;a;: %{;W\M %, * «,{G‘?‘
: ":.;{rb#*‘ ,.{::t" ? '&;‘ﬁ Q‘ﬁif/ .
NI TS

o,
Ty g BT




Ji

Hi

CEPTH®IKAT SIKOCTI No 470 /21.08.2023

tkapcb kit 3aci:

04} PEHOBHHH/ ML

Cepis Ne;

Jlara sBUpoOHALLTBA:

ITpraarnni no:

KisibKICTh YIIAKOBOK / THIT ynamnmn.
Micue npH3HavecHAA: -
ARafITHYHA noxy':nrreﬁ"rauiﬂ' ,z‘[o-'peec‘-'rp.a};lif;iﬂ;c)r(> nocsipens No:
Tepmin nil peectpauifiHoro NoceixueHys: |

Niuersis ninbHI BIANOBI AAILHOT 38 BHITYCK cepil Na:

| C.'.‘['IABN'[AII'I“QE'{%" POBUHH i T ekUilt 2 ma B amnyin X 10
SPASMALGONYsolution for injections 2 mi in ampoule X 10
- METAMI30N Ha1pis Monorigpar S00 mr, (bu.,Hmm,pmmn Opomia 0.02 mr

GMP cep rllfpiha[ JUITBHHLL BLATOBILAILHOT 38 BUTTY CK cepil No:
AJipeca inbHuL BiANOBINANBHOT 38 BUNYCK CEPIT:

NiTOPEHON FiApOXNOpHA 2

M

|1‘

322123
27.07.2023
31.07.2027
O {72y /1 o x 10 amm./
Ykpaida
UA/3531/01/01, sepcist 7.0

OE3CTPOKOBO
BG/MIA-0384
BG/GMP/2020/174

AT ,.Codapma”, pyn. Imcncme woce 16, C‘ochlsl 1220, boJrapis

[ Tty moin T Napucrepueria e T Paymerar
| 1. | SosHilwmiil BrsIA | Pinuma, rlpammmo BIJILHA anommc
- . o . BiJ MACTOK L " )
2. | lIpo3opicTd __Tpozopapiayna anommc ]
t 3. | Konip He Oispiue IHTEHCHBHO He Binblie |HTEHCHBHO
3a0apBIEHUI, HDK PO3UHHN zabaprieH, HOK
......... N nopisHaHH GY 2 abo BY _posunH nopisHaRug GY o
4, PeaKLis po3vuHy ( pH) Bin6.6nm076 | 7.06
5. | Hernanmi wacri, wr./amnyat, N
| | weBbwwe L. N B _
- poamip 2 10 Mkm 6 000 4
- PO3MIp 2 ZS'MI\M R 600 2
6. | 06 E:MJ)DJlmliy B omuu awnym M1, HE MeHlile ) 2 _ 2.1
7. | lpentudixauis | - B
Meramizon HaTpiro Mouormpa'r
- BEPX Mae BiAMOBIAATH BHITPOOYBAHHIO Bianosinae
- Yd-criekTp IO, . —
[-I[;rgg)im}{ et e Mae sianosinaTy BHnpodyBAHHIO Bianosinae
! ibgiér;\riepmmo 6p0Mm Mae signosigary BurpodyBanKio Bi,urmgi,uae
i 8. Cynpomﬂl;ﬂ;nu?mz i pctlom{lm po3najy.
RiMHOCHO MeTaMizony nartpito Meuoriapari, y %,
_He DinbLue o | e —
- gomika C (4- MCTHH&MHIO'UITHHI{JHIi) 3.0 L 2 43
| - Hecneuuqnmaaua JoMmiwka N 0.1 0.08
- CyMa IOMilloK 30 _ L 251
0. | Kinbkicnuit pmict, Mr/Mi _ o
- METaMi30J1 HATPilo MouomnpdT L Bm 475.0 10 525.0 9020
- niTo(h)eHORY MifpoXopHa i " Bu:t 1.9 no 2.2 2.1 o
- herniisepuniio Gpomin | Bin 0.018 no 0.022 » 0.020
| 10. B"m’repn.nbm enﬂomxcmm s [U/Mn, menme 35 o Binnoeinae B
11, CTCpHJ’Ib!IIC’I‘b ) 0_,_@9,1}_”513,!_\93’1 Bignosigae
12, [epBUHHA YIIAKOBKA Mar anoam&ﬂi Binnosinac
| peecTpauiiinii JoKyMeHTaLl e
3. BTOpFl'*I‘HI-lZYPIT'l:'{I"{OBKa Mae BijiroBinati | Binrorinac
Eeﬁ:c*rpmi MHilt -;101'cvmem:{ﬂ:1:ii'; s, - .

et

BHC‘HOBOK ﬂlKapChl{HH 34c]

BHUMOTIaM AHAHTHUHOT JOKYMCHY;

Codapma AL | yn. “Vinuercko Luc)ce"'

16 C Lo

Sopharma AD | 16 ilzenska Shos

: o '.."1' e
9@9’: VA 20N O

. *. #s | Ten: +359 2 813 4200
o
\ w.a_.._ <780 pharmagroup com

f 1ol +359 2 813 dZOD | fax £350 2 936 U?Bt‘)
| daxe: +359 2 936 0286 l

maill@sopharma.bg
mail@sopharma.bg
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HEKJAPALLLS BIANIOBIIHOCTL: Jlikapeskuit 3acié CITASMATINOH™ posaun st i €xuiil 2 Mt B amriysn 1 0.
I q . 2 ~) ; p ; '- : ; - ’ ; A : - ' : 5 ) '
cepia Ne 322H23 supobieno, 3anakoBaHo i [POKOHTPONLORAKO BLTORIZHO 10 BuMor GMP, peectpatuiitol

NOoKyMeHTAUIT Ta fiteHsil Ha BUPOGHUUTBO,

YosHopaxena ocoba (QP):
/ E. Casqgpa /

Jlara sunycka cepil: 21.08.2023 p.

Crrop. 2 or 2

se Str. | 1220 Sofia, Bulgaria | tel: +359 5 813 4200 | fax: +359 2 936 0286 | mail@sopharma.by

Sopharma AD | 16 Hiensko Sho _
416 | 1220 Codun, Boarapua | Tes +359 2 813 4200 | daxc: +359 2 9306 0286 | mail@sopharma.bg

Cogapma AL | yn. “‘Ynnercko woce
sopharmagroup.com



