AEKJIAPALIA ITPO BIANOBIAHICTD C

MEJHYHHUX BUPOEIB ‘@
Ne1 Bepcia 1

BUPOBHHUK:

TOBAPUCTBO 3 OBMEXXEHOIO BIATIOBIZAJIBHICTIO «Megunak Ykpaina», Ykpaina, 04070,

M. KuiB, By.1. IropiBcbka, 6yanHok 1/8, kog EAPIIOY 45378329, Ten.:+380675171100,

e-mail: medipack@ukr.net

3ATAJIbHA HA3BA MEJIUYHOT'O BUPOBY:
[Taketu Ta pysonu Aas crepuaisanii OPTIMALITY (nepeuik 3rigHo i3 JjogaTkom Ne 1, 110 €
HEBI/JI' €MHO0 YacTHHOIO L€l Jeknapauii npo BiAnosigHicTh)

KJIACU®IKALLIA:
1 knac (HecTepubHUH, 6€3 QYHKIiI BUMipIOBaHHSA)

MPOLEAYPA BIANOBIAHOCTI:

TexHiYHUH perjaMeHT W00 MeJMYHHMX BHpOGIB, 3aTBep/KEHHH MNocTaHoBow KaGiHeTy
MinicTpiB Ykpainu Big 02.10.2013 Ne753 (3acrocoBaHa mpouezypa 3rigHo JlogaTky 8
(«Tlopsigox 3AiHCHEHHA BHYTPIIIHBOrO KOHTPOJIO BUPOGHMLTBA MEJHWYHHX BHPOGIBY,
MYHKTH 1-4)

TOBAPHCTBO 3 OBMEXXEHOIO BIJAINOBIJA/IBHICTIO «Medunak Ykpaina», Ykpaiua,
04070, m. Kuis, eya. Ieopiecbka, 6ydurok 1/8, kod E/JPIOY 45378329,
men.:+380675171100, e-mail: medipack@ukr.net, dekaapye eidnogionicme 3a3Ha4eHux
Medu4Hux eupobie eumozam TexHiyHOz0 peanamenmy wodo meduyHux eupobis,
3ameepadicenozo Ilocmarnosoio KMY Ne 753 @id 02.10.2013 (npoyedypa ouyiHKu
gidnoeidnocmi npoeedena 3zidno Jodamky Ne8), I kaac (He cmepunvhi, 6e3 ynkyii
8UMIpIOBAHHA).

TexHivna dokymenmayis Ha MeduvHull 8Upi6 po3pobaeHa ma enposadiceHa.
Aeknapayiio ckaadero nid yinkosumy eidnogidansHicms eupobHuKa.
BionosigaabHicme 3a docmosipHicme HadaHoi iHghopmayii Hece BUPOGHUK.

HeBig'eMHOI0 YacTHHOIO AaHOl Jekaapauii € JlogaTok Ne 1 3 nepesikoM MeAUYHHUX BUPOGIB Ta
flonatok Ne 2 3 nepesikoM HaliOHaJbHUX, EBPONMEHCHKHX Ta MiXHapOAHHX HOPMAaTHBHO-
NpaBOBHUX aKTiB Ta CTaHAAPTIB.

Micye cknadannsa deknapayii:
Ykpaina, 04070, m. Kuis, eya. Izopiecvka, 6ydunok 1/8

JlaTta cknajaHHe Aeknapanii 01 moToro 2024
Tepwmin zii go 02 noToro 2029
Jata nignucy geknapatii 01 smoToro 2024
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HJopaTok N2 1
Ao JEKJIAPALII PO BIZANMOBIAHICTD

ME/JIUYHHUX BUPOBIB
Ne1l Bepcisa 1
«[lakeTH Ta pysionu aas crepuaisauii OPTIMALITY»
Ne HasBa MeMYHHUX BHPOGiB Posmipu
YKpaiHCbKOI0 MOBOIO
IMaxkeTn niaacki OPTIMALITY MM X MM
1. [Makeru nnacki OPTIMALITY II1075X150 75x150
3 [laketu naacki OPTIMALITY IIIT075X200 75x200
3. [Taketn nuacki OPTIMALITY IIII075X250 75x250
4. [TakeTu naacki OPTIMALITY IITO75X300 75x300
g [Takeru naacki OPTIMALITY II1075X400 75x400
6. [Takeru naacki OPTIMALITY I11074X450 74x450
7 [Taketu nuacki OPTIMALITY I1I1075X500 75x500
8. [Takeru naacki OPTIMALITY IITO75X550 75x550
9. [Taketn naacki OPTIMALITY III10100X100 100x100
10. [Takeru niacki OPTIMALITY II10100X150 | 100x150
11. [laketu naacki OPTIMALITY [1110100X200 | 100x200
12. | Maxeru nracki OPTIMALITY [II0100X250 | 100x250
13. | Makerw nnacki OPTIMALITY TN0100X300 | 100x300
14. [Taketwn naacki OPTIMALITY ITIT0100X350 | 100x350
18 [Makeru naacki OPTIMALITY I1I10100X400 100x400
16. | Mlakeru naacki OPTIMALITY [MITI0100X450 | 100x450
17. [MakeTun naacki OPTIMALITY ITIT0100X500 100x500
18. | MMakeru naacki OPTIMALITY IIIT0100X550 | 100x550
19. | Makeru naacki OPTIMALITY MI10120X200 | 120x200
20. | [lakeru nuacki OPTIMALITY I1110120X250 | 120x250
21. [Taketu naacki OPTIMALITY II10120X300 120x300
v [TakeTu naacki OPTIMALITY I1I10120X400 120x400
93 [Takeru naacki OPTIMALITY IIT0150X200 | 150x200
24. | [lakeru naacki OPTIMALITY I10150X250 | 150x250
25 [Takeru naacki OPTIMALITY 1'11'10159 .| 150x300
26. | TMaxern nacki OPTIMALITY II015 X350 ';J" lSOxBSO
27. | Maxern nnacki OPTIMALITY T}[I 01'»5@‘%11‘915\, %JzS\j)xélOO
— o
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[Taketu naacki OPTIMALITY IIT0150X450

28. 150x450
29. [Taketu nnacki OPTIMALITY I1I10200X200 200x200
30. [Taketu nnacki OPTIMALITY II10200X300 200x300
31. | [lakeru naacki OPTIMALITY II10200X350 | 200x350
32. [Taketu naacki OPTIMALITY [I10200X400 200x400
33 [TakeTu nnacki OPTIMALITY II10200X450 200x450
34. [TakeTtn naacki OPTIMALITY IIITO0200X500 200x500
35, [Takeru niacki OPTIMALITY I1I10250X200 250x200
36. [Taketu naacki OPTIMALITY IMIMO250X250 250x250
37 [Taketu naacki OPTIMALITY II10250X300 250x300
38. [Takeru naacki OPTIMALITY IMII0250X350 250x350
39. [TakeTu naacki OPTIMALITY IMIT0250X400 250x400
40. [TakeTu nmaacki OPTIMALITY II10250X450 250x450
41, [Naketu naacki OPTIMALITY II10250X500 250x500
42. [Takern naacki OPTIMALITY IIIT0300X300 300x300
43. [Taketu naacki OPTIMALITY IIITO300X400 300x400
44, | Ilakerwn nuacki OPTIMALITY I1110300X450 | 300x450
45, [Taketu naacki OPTIMALITY III10300X500 300x500
46, [Taketu naacki OPTIMALITY II10300X550 300x550
47. [TakeTu naacki OPTIMALITY III10300X600 300x600
48. [TakeTu nnacki OPTIMALITY II10400X400 400x400
49 [Taketu naacki OPTIMALITY IIIT0400X500 400x500
50. [TakeTu niacki OP'I:_IMALITY [1T10400X550 400x550
51. | [lakern maacki OPTIMALITY I[1I1I0500X600 | 500x600
52. | Makerwn naacki OPTIMALITY III0600X600 | 600x600
INakeTn camoknewyi OPTIMALITY MM X MM
53 [laketH camokserodi OPTIMALITY 60x110
IICO60X110
54. [Taketu camoxnerwyi OPTIMALITY 70x230
IICO70X230
55, ITakeTu camokneroyi OPTIMALITY 90x135
I1CO90X135
56. [TakeTu camoknerwyi OPTIMALITY 90x230
I1C090X230
B7 [TakeTu camoknerodi OPTIMALITY 90x330
[1C090X330 -—“‘“5—":”'.‘.—-'—":7-..,;
58. [TakeTu camoknewyi OPTIMA 'l‘;Y '?}1\30){250
I1CO130X250 ,
59. | [lakeTu camokeroyi OPTIMAL}Q'Y EIUAR _*{ 2140x250
[1C0140X250 = vl o %)
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60. lakeTu camoxksieroui OPTIMALITY 140x330
[1C0140X330

61. | Maxeru camokneroyi OPTIMALITY 150x400
[1C0150X400

&2 Maketu camoksetodi OPTIMALITY 190x330
[1C0190X330

63. INaketu camokuetoyi OPTIMALITY" 191x330
[1C0191X330

64. | Makeru camokueroyi OPTIMALITY 230x365
[1C0230X365

6. Maketu camokueroyi OPTIMALITY 260x400
[1C0260X400

66. [Taketu camokseroui OPTIMALITY 300x370
[1C0300X370

67. | Makeru camoksero4i OPTIMALITY 300x400
11C0300X400

68. [Maketu camoknerodi OPTIMALITY 305x430
[1C0305X430

69. Maketu camokuetodi OPTIMALITY 305x432
[1C0305X432

70. | Makeru camokneroyi OPTIMALITY 310x450
[1C0310X450

71. MMaketu camoksieroyi OPTIMALITY 320x450
[1C0320X450

72, | Makeru camoknerodi OPTIMALITY 325x455
[1C0325X455

73. | MakeTu camokneroyi OPTIMALITY 330x440
[1C0330X440

74, Maketu camokseroyi OPTIMALITY 350x500
[1C0350X500

75. [Taketu camoxkseroui OPTIMALITY 360x450
[1C0360X450

76. | Makeru camoknewodi OPTIMALITY 380x550
[1C0380X550 :

77 | Makeru camoxeioyi OPTIMALITY 400x600
[1C0400X600

Pysioun naacki OPTIMALITY MM X M

7g. | Pynounu naacki OPTIMALITY PII050X200 50x200

79. | Pynonu nacki OPTIMALITY PII055X200 55x200

80. Pynonu niacki OPTIMALITY PI1060X200 60x200

g1. | Pynonu nnacki OPTIMALITY PTI075X200 75x200

g2. | Pynonu nnacki OPTIMALITY PII090X200 90x200

g3. | Pynonu naacki OPTIMALITY PI10100X200 100x200

84. Pynonu naacki OPTIMALITY PI10120X200 120x200

85, 125x200

g86. | PyJoHH niacki OPTIMALIW P}T T50% 2| 150x200

g7 | Pynonu nuacki OPTIMAL{ITWPnﬁ@HXZﬁo“ \200x200
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88. Pynonu nnacki OPTIMALITY PI10250X200 250x200

89. Pynonu nnacki OPTIMALITY PI1I0300X200 300x200

90. Pynonu naacki OPTIMALITY PI10350X200 350x200

91. Pynonu niacki OPTIMALITY PI10400X200 400x200

92. Pynonu nnacki OPTIMALITY PI10450X200 450x200

93. Pynonu naacki OPTIMALITY PII0500X200 500x200

94. Pynonu naacki OPTIMALITY PIT0600X200 600x200

95, Pynonu naacki OPTIMALITY PII0O50X100 50x100

96. Pynonu nuiacki OPTIMALITY PIT075X100 75x100

97. Pynonu nnacki OPTIMALITY PIT0100X100 100x100

98. Pysnonu nanacki OPTIMALITY PI10120X100 120x100

99 Pynonu nnacki OPTIMALITY PI10150X100 150x100

100, | Pynonu niacki OPTIMALITY PTI0200X100 200x100

101, | Pysionu naacki OPTIMALITY PTI0250X100 250x100

102. | Pynonn nnacki OPTIMALITY PII0300X100 300x100

103, | Pysnionu naacki OPTIMALITY PI10350X100 350x100

104, | Pysionn nuiacki OPTIMALITY PI10400X100 | 400x100

105. | Pysionn mnacki OPTIMALITY PTI0500X100 500x100

106. | Pynonu niacki OPTIMALITY PITI0600X100 600x100
Pynonu 3i cknagkow OPTIMALITY MM X MM X M

107. | Pynionu 3i cknagkoio OPTIMALITY PCO50 50x25x100

108, | Pynonu 3i cknagkoio OPTIMALITY PCO75 75x25x100

109. | Pynonu 3i cknaakowo OPTIMALITY PCO100 | 100x50x100

110. | PysioHu 3i cxﬂaﬂ,xém OPTIMALITY PCO150 | 150x50x100

111. | Pynionnu 3i cknaakow OPTIMALITY PCO150 | 150x52x100

112. | Pynonu 3i cknagkoro OPTIMALITY PCO200 | 200x55x100

113, | Pysonu 3i cknagkoro OPTIMALITY PCO250 | 250x65x100

114. | Pynonu 3i cknazgkoio OPTIMALITY PCO250 | 250x40x100

115. | Pysionu 3i cknagkoro OPTIMALITY PCO300 | 300x80x100

116. | Pynonu 3i cknaakoro OPTIMALITY PCO350 | 350x60x100

117. | Pysionnu 3i cknagkoro OPTIMALITY PCO400 | 400x60x100

118. | Pynionu 3i cknagkowo OPTIMALITY PCO400 | 400x80x100
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JdopaTok Ne 2

Ao JEKJIAPALII PO BIZAMOBIAHICTH
MEJIUYHUX BUPOBIB

Nel Bepcia 1

[Mepenik HaNioHAILHUX, EBPONEHCBKHUX Ta MIXKHAPOAHUX
HOPMaTHBHO-NPABOBHX AKTIiB Ta CTAaHAAPTIB.

ACTY 7237:2011 Cucrema cranzapri B 6e3neku npaiyi. Enekrpo6esneka.
3arasibHi BHMOTH Ta HOMEHKJIaTypa BHAIB 3aXUCTYy.

Meauuni Bupo6u. CucTeMa ynpasJiHHA AKicTio. Bumoru
JACTY EN ISO 13485:2018  fo peryoBaHHSA.

JCTY ENISO 3aco6u MeUYHOI TeXHIKH. YMOBHI MO3HAKU Ha
15223-1:2018 eTHUKeTKax 3ac06iB MeIMYHOI TeXHIKH, MapKyBaHHs Ta
060B’3K0Bi BigomocTi. YacTuHa 1. 3arajibHi BUMOTH.

ACTYEN ISO 11607- Bupo6u meanuHi npoctepusizoBaHi. [lakyBaHHs.
1:2015 ' Yacruna 1. OCHOBHI BUMOTH 10 MaTepiaiB, CTEPHUIbHHX
; Gap’epHUX i MaKyBaJbHUX CUCTEM.

ACTYEN ISO 10993- BiosioriyHe oLliHIOBaHHS MeAUYHUX BUPO6iB. YacTHHa
11:2015 11. Bunpo6oByBaHHS Ha CHCTEMHY TOKCHYHICTb.
ACTYEN ISO 11140- Crepunisallis BUpO6iB MeJHYHOrO MPHU3HAYEHHS.
1:2015 XimiyHi iHAMKaTOpH. YacTuHa 1. 3arasibHi BUMOTH.
ADY 2 JepxaBHa papmakones YKpaiHH, BUlaHHA 2.
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