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Bupo6uur: TOBAPIICTBO 3 OEMEXEHOIO BIAIIOBIAAJIbHICTIO (JIAEOPATOPIfl
fPAHyM>>, Yxpaina,61050, u. Xaprin, nyn. @paurincsxa, 14, roA C{PIIOY: 41524713

s oco6i: ArrpeKropa IIIesqeHxo C.I.

ui4rnepAxye, ilIo ueAuqsi nupo6N:

<Ha6opu peareHTin, rconrpo.nsni *rarepia.ur AJrrr Aiarnocrrrrclr in vitro>>,

(uepelir gri,(no.{ogarxy), He BxoAffTs go [Iepe;rircy A i B ,{oaarxy 2 to TexHi.ruoro
pernaMeHTy uloAo MeAVTIHTIx nupo6in .4rs AiaruocrLIKI,I in vitro,

ne e rnpo6aMrr A".Ifl caMoKoHTpoJrro, He [pu3Harreui l;rs ouinxlr xapaKTeplrcrlrx.
Ilpoqe,qypa oqinrcu ritnorianocri :riluo flo4arrcy 3

(sa nurmoveHu.f,M uyuxrin 6-8) ao Texni.rHoro pernaMeHTy.

MeAu.{Hi nupo6u eiAnoeiAa}orr euN,roraru TexHi.{uoro perraN{eHry uo.qo N{eAu.IHux supo6is Arq
aiarHocruxu in vitro. sareepaxeHoro uograHonorc Ka6iHery MiHic'rpis YxpaiHu eia 02.10.2013
Nq754 ra HacrynHr,rlr craH.uapraM :

1. ICTy EN ISO 13485:2018 <Melu.rui eupo6u. Cucreua yupanninus qxicno. Buuoru Ao
perynroBaHHfl).
2. ilCTy EN ISO 14971:2015 <Bupo6u ueAraqui. Hacrasonu uloAo yrpanniuu.tr pI43IaKoM).

3. ACTy EN ISO 15223-l:2018 <3aco6pr NreAu.rHoi rexnixpr. Yrraosui ro3HaKI.I Ha erl4KerKax

:aco6in MeAu.{uoi rexnixn, MapKoBaHHs ra o6os'ssxosi ei,(oN,rocri. t{acruna l. 3aralrsi ruuoru
(EN ISO 15223-l:2016,IDT; ISO 15223-l:2016, Corrected version 2017-03,lDT)),
4. ACTy EN ISO l8ll3-2:2018 (EN ISO l8ll3-2:2011, IDT; ISO 18113-2:2009, IDT).
Me,qraqHi nnpo6u An, giaruocruru in vitro. IHrfopuaqir, flKa HaAaerbc, nupo6uurou
(rraapxynanHx). r{acrrnsa 2: PeareHrr{ AJr.r AiarHocruxn in vitro, [pI,I3HarIeHi grt npoSecifiuoro
Br,rKoplrcTaHHr.

5. ACTy ISOAEC 17050-1 :2006 <OqinroeaHnq siAnosiAsocri. ,{exnapaqig nocraqarbHllKa rlpo
si.uuoniauicrr. 9acruua l. 3aranrHi suN.Ioru (ISO/IEC 1 7050-l :2004, IDT)).
6. ACTy ISO/IEC 11050-2:2006 <OrIiHroBaHHr siluoaiAHocri. ,{er<napaqis nocrar{anbHlrKa rpo
nitnosi,{Hicm. r{acruna 2. flilrnepAxyBanbHa AoKyMeHrauiq (ISOAEC 17050-2:2004, IDT)).

Texniqna AoKyMeHTarIi-f, ua r\.{eAzvunft napi6 pospo6nena ra BrpoBaAxeHa.

.{exrapaqiro rtpo siAnosiAHicrr cxna.(eHo nia ivresi ra uig qi;rxonury siAuosila,'Isuicrr
nupo6uuxa: TOB dIAEOPATOPL fPAHyM)>, Yxpaiua, 61050, M. Xapxir, Byn.
(Dpanxincrrca, 14, roa eAPIIOY: 41 5247 13.
gusuicrr aernapaqii npo ni4roni.uuicrr MoxHa nepenipu'ru :a rer.(057)752-32-31
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Ao AeKJIapauii upo ni4nosiAuicrb
J\tb UA.TR .7 54.-415247 t3 lrYD-o2

<Ha6opu peareuriB, KoHTporsHi naarepia"'rrr A,rfl Aiarurocruxu in vitro>>

Nb r/p Hassa rvroauQircaqii rueAurrHoro nupo6y

1 <Arpecrpis-recr>>
2. <AApenaniu>>

(AA@)
4. <AuuucrpoH))
5. (AfITq-K-recr)
6. <AflTr{-recr pi4xufi>
7. <AllT9-recr piAxIafi coeerft>
8. (AIITT{ - recr nio$ini:onauufi>
9. <Apaxi4oHoBa KHcnoaa2

10. uEy$ep rpac-HCI>
11 <Eydep rpulc-HCl 3 rerIapLIHoM))

12. <fenapnu-Tecr))
13. <feSiqurHa rro Saxropy IX ura:ua>
t4. <Ae$iuurHa no fiaxropy VIII ua:ua>
15. <Kaoniu>
16. <Ke6aniu>
t7, <<Korareu>>

18. <JIe6eroxc>
t9. <JIrouyc-Tecr))
20. uMyqu@
21 <Mynrra-@i6pr,moreu>

22. (IIAPYC-recr))
23. <PucrouiuuH ))

24. <PHfI-nna3Ma 4 napauerpl4))
25. <PHfI-n:ra3Ma 9 napauerpis))
26. d@MK-recr rlrlaHrueruufi eapiaur>>

27. (POMK-recr dnaxouutrfi napiaur>
28. <<AHrurpou6is-recr>
29. <<fT9-recr>>

30. < II9-re cr 6dlg.tt,tpbq" oi ur asMH )
31 ,,nq-i e i{b".#ffiri;- ahr\rrrour >
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)2. <IIH-K-recr>
aaJJ. <IIolinae cT))

34. <(Daxrop IX-recr>
35. <<@axrop VIII-recr>
36. <(Di6puuoreH-recr))
a-)t. <O i 6pr,ruoreH -Tecr 6e: xo nrpol Isoi rrrra3Mlr))

38. <@i6puuoreH-recr : piAxana pearer-rroM))

39. <Tporra6iu pi4xnft, 3-4 ot. NIH)
40. <Tpou6iu 150 oa. NIH)
4t <Tpou6iH 500 os. NIH)
42. <Tp orra6 o[r acrl4 H 3 Kan b IIi eM po3rrr.t H rtwit>>

43. <'fpou6o-recr))
44. <Tpou6o-Tecr 6e: xourporusoi rrJra3Mn))

45. <Tpoira6 orrr4Tu nloAr4HH))

46. <@axr:op V-PC-recr>
47. <@i6punoreH - xani6parop>
48. <@i6puuori:-recr>>
49. <Xnopr.rA xanrqiro>
50. <Xpouo-Aururpou6in -A>
51. <Xpovo-AulNrpornr6i n>
52. <Xpouo-llrasM i HoreH))

53. <Xporrao-IIr asNa i H o reu -A>
54. <Xpouo-IlporeiH C>
55. <l-lr,trpar uarpiro>>

56. <Excnpec-J}onyc-recr>
57. <Myruu.r-xani6par op | 2 napaMerpi e)
58. <D-girvrep recr, JrareKcHr4fi peareur>
59. <D-4iuep recr- ryp6i>
60. <D-liuep xani6parop, 6 pisHiB)
6l <D-4irtaep KoHTponb, 2 plttt>>
62. <<llrasMa-KoHrponb H, 7 rapar,rerpin>
63. <IlrasMa-KoHrponb fI, 7 raparaerpin>
64. lUq:ua-xourpotrr mo,
65. <Ilra:nra-KoHrponb Kror H, 4 napaMerpr4)

66. <Illa:na-KoHrponb Knor H, 7 napar,rerpie>

67. <<llrasMa-KoHTponb Kror fI, 3 napaMerpr4)
68. <IhasMa-KoHrpoJrb Kror f7, 4 napaMerprr))
69. <<llrasua-KoHrponb Kror fl, 7 napar{erpis)
70. <Tp o1116 o rrJr acrrz H ))

7l <P@-rareKC-Tecr))
72. (ACII-O -rrareKc-recr))
73. (CPE- JrareKc-recr))
74. (X|JI -Fieasr+{.e6ffi
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75. (lM - Jra'reKc-Tecr))

76. <RPR-carbon-recr>>
77. (TPHA -recr))
78. <Anr6yuin - I@A>
79. <Ig A, M, G - I(DA)
80. <Anrurira ao AHK - IOA))
81. <Aururira Ao KapAioniuiuy- IOA)
82. (TTf- IOA)
83. (T 3-IOA)
84. (T4-IOA>
85. (Xf t{-l@A)
86. (AOII-IOA>
87. <<KoprHson-IOA>
88. <<Ilporecrepou-l(DA>
89. <<Tecrocrepou-I@A>
90. <flporaxrrzu -I<DA>
91. (JIf-IOA)
92. (OCf-IOA))
93. <T3 einbH-IOA>
94. <T4sinbH-IOA)
95. <Ecrpalion-I(DA>
96. (AT-TIIO-I(DA)
97. (AT-T|-IOA))
98. <Ig E-I@A>
99. (CA 125-IOA)

1 00. <Ig A-IOA))
101. <Ie M-IOA)
t02. <Ie G -IOA)
103. <BirMrasawquir po3r{HH l"rrq IOA)
1 04. <Aurpr-CA 3)
105. <Aurra-C il.4>>

1 06. <Anru-C.II 8)
t07. <Anrra-CA l6)
I 08. <Anrrz-C 0.22>>

1 09. <Auru-C,[ 19)
110. <Auru-C il,23>>
111. <Anua-C il.25>>
tt2. <Anrra-C il,7l>>
113. <AHrn-CA 95)
tt4. <fpa4ieur uliruuocrr 7,077 rhrr>>

1 15. <fpa4ieur ruirruocri 1 ,1 l9 r/nan>

I 16. <<Doc$arHo-corrbonufi 6y$ep pH 7,2-7,4>>

tt7. <Cycneu:ir auuosauy>>
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1 18. ((EapBHuK Tpr4naHoBuit cuttiit : eosiHoM))

119. <Bapnuux 3aAopoxnoro-{osuopoBa)
r20. <Cycneu:ir nexapcbKlrx ApiNlNefi >
t2t (l-lIK 3,5o lIEf)
t22. (l lIK 4.2% fIEl-)
123. (UIK To fIEl>>
t24. <frrcrap osufi, anrAeriA 0,l25Yo>>

tzs. <Anr6yrraiu CIJI>
126. <AnrSa-AMinasa-xin. CnJI>
t27. <ArauiuauiuorpaucSepasa-xi H. CnJI (AIIT-x i u. C nJ l) >

t28. <Acuaprarauisorpauc0epaga-xin. CIJI (ACT-xiu C r rll)>
129. (B nipy6is 3ararlbHt'Ifi CnJI>
1 30. (B ripy6in npqN{ufi Cn,rl>
131 <farrava-fmoranirrpascdepasa-xiu. CnII (favua -fT-xiu. CnII)>
132. <<fruoxo:a CrrII>
133. <<I-enaorro6iu CnII>
t34. <3aniso CIII>
l 35. <<3ararrrsrafi 6inox CuJI>
136. <Kanifi CUJI>
t37. <Kanruifi CnJI>
1 38. <<Kpearuuin-xis. CnJI>
139. <<Kpearuuxinasa-xiu. CnJI>
t40, <Jlyxua 6oc0ara:a-xin. CnJI (II@-xiH. CUII)>
t4t. << Jlaxrar4e ri4po rena:a- xi s. C nII (IIff - xi u. C nII) >
142. <Harpifi CIJI>
t43. <Ce.roBa Kr,rcJrora CnJI>
t44. <CeqoeraHa-xis. CnJI>
t45. <Tpar,riqepv1vr CnJ[>
t46. <<Xorecrepr.rn CnJ[>
t47. <AnasiuauiuorpaucSepasa CnJb (AnT CrrJI)>

1 48. <Acnaprarauinorpauc$epasa CnJI> (ACT CnIl)>
149. <Binipy6is CnJI>
1 50. <<KpearHniri CnII>
151. <Kpearuuxiuasa MB - xin. CnJI>
152. <Maruifi CUJI>

1 53. <<Ce.roBuHa CnJI>
ts4. <Xoriuecrepa3a - xin. CnJI>
1 55. <Xnopz4rz CnII>
1 56. <<Xorecrepau JIIIBII CnJI>
157. <<XorecrepuH IIIIHIU CnII>
1 58. <ACIIO-ryp6i CnJI >
1 59. <Biripy6iu no I,leutpaurixy CnJI>
1 60. <B in ox v/e'nHaltifropi C uJI>
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161. <fnirosz.rrlosauufi reuouo6in CnJI>
t62. <f orrao qr.r creis C n JI>
t63. (3333 CnJ[>
t64. <Kanrqifi-A CUJI>
I 65. <I(ucra 6oc$ara:a-xiu. CIJI>
166. <Jlaxrar CnII>
167. <Iiua:a-xin. CuJI>
I 68. <Miar CIJI>
169. <Mi xpoa,rr6yuiu-ryp6i CnII>
17 0. <Miorno6in-ryp6i Cu,rI>

t7 t. <P@-ryp6i CIJI>
172. <CPE-ryp6i CnJI>
t73. <<Tnuoroea npo6a CnJI>
174. <TpaucSeprau-ryp6i CnJI>
17 5. <(Deppurnn-ryp6i CIJI>
176. <Ooc$op CnJI>
t77. <(Dpyxro:arvrin-xiu CuJI>
1 78. <I-{uux CnII>
t79. <By$ep rurq EKcaH I- CnJI)
1 80. <Kani6paroD rnloKo:u 10 uuonr/n CuJI>
181. <Kani6paropu 6inxa CnJI>
1 82. <Kari6parop 6irxa 100 rh CIJI>
1 83. <nerepreur CnJI>
1 84. <u,-Auina3a ro Kapanero CnJI>
1 85. <Asonipau CnII>
I 86. <Binxoei Opaxuii CnJI>
1 87. <<feuouo6in -fX CnJI>
1 88. <3anis0-3333 CnJI>
1 89. <I(ero-recr CnII>
1 90. < p-Jliuonporeiuu CnJI>
191. (IIIIB III-Xon ecreprau C nJL Oc a4Nyro u u fi peare u'r>

t92. <Cipornixoilu CnJI>
193. <CnII PLT- xourpom H>>

t94. <CnII PLT - xourpom lI>>

195. <Cn,rl PLT- KoHrponb H+lI)
t96. <CuII RBC - KoHrporlr H>
t97. <CIJI RBC - KoHrponr fI>
1 98. <CnJI RBC -KoHrpoJIr H*fl>
t99. <CnJI WBC - KoHrponr H>
200. <CnII WBC - KoHrponr II>
20t. <CnJI WBC - KoHrponr H*lI>
202. <CnJI Kourpom ceql))
203. <CnJI Konrponr ceqi-Ilfr{ >
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204. <CIJI KoHrporr ce.ri - CCK)
20s. <CnII Kourpont ce.{i - CCK s xalri6paropaMr)
206. <CIJI Hb - xonrponb 1 pineHu
207. <CuJI Hb - xonrponb 3 pinux>
208, <CIII HbCN - xani6parop 150r/n>
209. <CnII HbCN - xani6parop 50,100,150,200 r/n>
210. <CIII HbCN - xa,ri6parop 60,90,120,150,180 r/,'r>
ztt. <Cnll HbCN - rari6parop 60,90 ,120,150,200 rh>
2t2. <CnJI HbChr - rani6parop 60,90 ,120,150,180 r/lr>
2t3. <CnII HbChr - xani6parop 20-200 r/r>
2t4. <3a6apueHHn 3a fpaMou - HH CnJI>
2t5. <3a6apnneHH.s :a fpanona - C CnJI>
2t6. <3a6apsneHH, :a fpauorta - O CIII>
217. <3a6apsneHH, sa IfireN,r-Hirrcouou CIJI>
2t8. <RTC-&ap6 CnII>
2t9. <<3uexuproBaq oKJra CnJI>
220. < Kaniro renypar 2o/o Cnn>>

22t. <Einipy6iH 3ararrbHufi DPD CIJI>
222. <Einipy6iH npqr\aufi DPD Cn"rI>

223. <CIJI Einipy6iu I(ani6parop>
224. <CIJI Konrporr ni4raoproeaHocri)
225. <CUJI Kourporu HOPMA)
226. <CnJI Kourpom [ATOnOfI-fl>
227. (KAJIIIZ 6e: 4enporeiui:aqii CnII>
228. (JIYI{HA OOCOOTA3A s @O CnJI>
229. (CEqOBVIIIA AAMO CnJI>
230. (XOJIIHECTEPA3A : AXX CnII>
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