u::tntan-cc&::&ca»:an—c:&t:»ean:sn-ccn-c:n-:c:x»:a:n-can-::cq-tan-tsn-ca4:3»:34:3‘
!

JEKJAPALIMSI O COOTBETCTBUH :

OO611ecTBO C OrpaHHYEHHOI OTBETCTBEHHOCTLIO "JIxoncon & xoncon"

HaliMeHOBaHHe OpraHu3antmg uny (l)ilMllJlllﬁ, HMA, OTUECTBO HHOUBHAYAALHOTIO apeanpHHiMaTens, MPHHABIIHX

Oeknapaliiilc 0 COOTBETCTBIN
3apeructpuposan(a) Mucnekuus Munucrepetsa Poceniickoit ®esiepaun no uanoram cbopam No
25 no IOxuomy aAMHHUCTPATHBHOMY OKpYTy r. MockBei, nara peructpaunn 23.12.2002, OI'PH:
1027725022940
CRCOCHIIN O perucrpanth opramiIauli nnl HHANBUAYANLHOTO npeanpiiiiiMaTens (naumenoamme PErHCTpHpYyIO1IETO
Oprana, naTa pericTpauny, periucTpaulioHHhii Homep)

Anpec: POCCHA, 121614,r. Mockaa, yn. Kpsinarckas, 1. 17, xopn. 2., Tenegon: +74955807777,
thaxc: +74955807878, E-mail: rzn@jnj.com

anpec, Teneon, (haxc

B e enepaneyoro aupextopa Mapkosoii [0nun Hukonaesi

* » p 4

3aaBniget, yro Llosuule MaTepuanbl xupypruueckue CTCPHNILHBIE, HATYPAILHBIE H CHHTETHYECKHE,
HeépaccackiBalolnecs, ¢ aTpaBMaTHYECKHMH HIlaMH o 0e3 urn

I. WEJIK uncreiit: 1588H; 1676G; 1677G; 1678H: 1679H; 1684G; 1687G; 1689H; W524; W642; 182T; 183T;
184T; 185T; 1925G; 1984G; 423H; 424H; 443H; 629G; 632G; 640G; 675H; 677G; 678G; 679H; 680H; 684G;
685G; 737G; 737H; 7733G; C012G; D2762T:; D2763T; D2764T; FV7771; G812T; G813T; GBIAT: K425H;
K831H; K832H; K833H; K834H; K835H: K843H; K844H; K845H; K87I1H; K872H; K873H; K881H: K882H,;
K952H; K964H; N267H; P1690H; W1814; W1820; W192; W193; W194; W195; W196; W199; W202; w203,
W204; W205; W211; W214; W223; W224; W225; W2501T; W2502T; W2506T; W2523T; W2524T; W321H:
W327H; W328H; W329H; W334H; W338H; W468H; W501H; W502H; W503H; W509G; W528H: W520H;
W537H; W346H; W549H; W570H; W571H; W2523T; W2524T; W577H; W578H; W581; WS528H: W382;
W584; W959; W586H; W587H; W598H; W604G: WB15; W641; W666H; W818G; W667H; W723H; W782H:
W789H; W790H; W794; W815; W816; W818G; W3819; W959; 683G; 641G; K89ITH. 2. 3STUBOH DKCEN
(ETHIBOND EXCEL): 6518H; CX45D; E6102S:; EH7418H; EH7491H; EH7492H; EH7562H; EH7570H;
EH7674H; EH7688H; EH7715LG; EH7716LG: MEH6937N; MEH7710L.G; MEH7714LG; MEH7715N;
MEH7716N; MEH7718LG; PX17H; W10BS2; W10B54; W10B55; W10B62; W10B72; W10B77, WI10B82,

: W2991; W4843; W4846; W4846G; W4B37, W4B77; W6154; W6155; W6156; W6191; W623; w6232,
(o3 W6233; W6234; W6552; W6582; W6582G; W6384; W6597; W6757, W6759; W6760; W6761; W6763;
2 W6767, W6831; W6B32; W6890; W6891; W6915: W6917; W6978; W6923; WG934; W6935; W6936; W6937:
s W6952; W6976; W6977;, W6977P; W6978:; W6987;, W6995; W6997;, W882; W894; W931: W932: W975:
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g W975G; W976; W979; W993; X4 1H; X412H; X423H; X424H; X425H; X444H; X517H; X518H; X538H:
" X663H; X664H; X681G; X683G; X698G; X726H; X806H; X807H; X832H; X833H; X834H; X865H; X870H:
2 X871H; X872H; X873H; X881H; X951H; X966H; X976H; MB66G; MB46G; X622H; 869G; BE3294G:
" W998; E6194G; E873H; EH7408H; X7479G; X7497H; EH7711LG; EH7712LG; EH7713LG; EH7714LG:;
N EH7717LG; EH7718LG:; EH7719LG; X7723H; X7909H; M32097; P6977H; PE6434H; PE6624H: X6805H,
¢ X7056H; PN6371H; PX1002; PX1005; RS71G; X4843G; X4B37G; X4B77G; X6757G; X6761G; X6977M;
4 X884G; X893G; X894G; X31011H; X31059H; X31060G; X31083H; X32024H; X32025H; X32030H:
= X32071H; X32082G; X4407H; X926H; 10X42; 10X52; 10X53; 10X66; 10X72; 10X82; 10X86: B409T:
] B499T; CX74T;, CX75T; MPX17; MPX37; MX523; MX551; MX552; MX553; MX563; MX763; MX823:

s MX833; MX927; MX944; MX977; PXX22; PXX41; PXX43; PXX50; PXX76; PXX77: PXX79; PXXB80;
? PXX82; PXX85; PXX86; PXX87; SXP22; SXP52: SXP76; SXP77; SXP82; SXP86; SXX43; SXX50; SXX53:
s SXX54; SXX86; X905G; X204H; X406T; X496T; X513H; X521H; X522H; X523H; X524H; X550H: X551H;
? X537H; X558H; X559H; X562H; X563H; X581H; X582H; X588H; X761H; X762H; X763H; X843H: X905H;

E X916H; X917H; X927H; X936H; X937H:; X977H; X987H; X31011H; MX523; MX552; MX553; MX563;
) MX763; MX927; MX944; MX977; X204H; X4B77G; P6977H; X6805H; X7056H; M32097; X31060G:
t X31083H; X32024H; X32025H; X6757G; X6761G; X905G; X884G; X894G. 3. MEPCHUJIEH (MERSILENE):
: EH6407G; W832; L153; L154; L155; WI1775; W6203; W6204; W6213; W832; W843. 4. ITHJIONM
§ (ETHILONY: 1162H; 1171H; 1215H; 1603G:; I611G; 1628H; 662H; 1629H; 1647G; 1660G; 1661G: 1662G:
: 1663G; 1663H; 1665G; 1666G; 1666H; 1667G: 1667H: 1667SLH; 1668G; W1632T; W798; 1670H; 1673H:
: 1668H; 1669H; 1671H; 1674H; 1683H:; 1691H; 1696G; 1698G; W1632T; 1698H; 1854G; 1855G; 1856G;
: 1864G; 1865G; 1865H; 1866G; 1893G; 1894G: 1895G; 2819G; 2860G; 2881G; 470G; 4985G; 585H; 593H;
: 627H; 628H; 642G; 644H; 648H; 653G; 653H; 661H; 662G; 662H; 662SLH; 663H; 664H; 669H:; 689G; 690G;
: 691G; 697G; 698G; 698H; 699H; 7665H; EH7115BH; EH7118BH; EH7143BH; EH7553H; EH7563H;
EH7624BT; EH7625BT; EH7761H; EH7793BH; EH7796H; EH7797BH; EH7798BH; EH7799BH;
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EH7808BH; FH7822BH; EH7826BH; EH7327BH; EH7938BH; EH7939H; EF7942BH; EH7957BH;
EW320BG; EW526BH; EW776BH; F24012H; F24022H; F2412G; F2412H; F2413H; F2414G; F2414H;
F2415G; F2415H; F2416H; F2417G; F2417H; F2419H; F2421H; F2422H: F2423H; F2425H; F2427H;
F2428H; F2429H; F2430H; F2431H; F2435H; F2440H; F2441H; F2442H; F2443H; F2448H; F3206BH,
F3209BG; F3210BG; F3211BH; F3223BH: F3224BH; F3227BH; F3232BG; F3232BH; F3234BH; F3245BH,;
F3247BH; F3249BH; F3250BH; F3256BH; F3257BH; F3269BH; FH5171H; FJ5272BH; P7085H; u7003;
WI1600T;, W1610T; WI6GIIT, WI6I2BI; WI615T; WI616T; WI6I8T; WI1619T; WI620T; WI62IT:
W1625BH; W1625T; W1626T;, W1632BH,; WI685BH; WI1685T; WI686BG; WI1717, WI1T18; W1763;
W.1770; W18541; WIR36T, Wi857T: W1858BG; W2808: W2812; W2813; W2829; WI1632BH; W2R50;
W2870: W2871; W2881; W2898; W2901; W1765; W2908: W2913; W319; W320; W320BG; W335BG;
WSSRRG- W568: W736; W736G; W737;, W738; W738G; W740; W786; W786BG; W740G; W741; W748;
W749, W757; W760; W768; W776BG; W786; W786BG; W795BG; W796BG; WT797BU; WT798BG; WB170;
699G; 697H; WI1626BH; 1673BH; 1670BH; WI616T; WI615T; W1610T; WI618T; WIG6I19T; WI1620T;
WI162IT, W1626T;, W1854T; WI856T; W1857T; 1683H. 5. HYPOJIOH (NUROLON): 5424H; 5425H;
5666G; C503D; C512D; C513D; C5435G; C554D; C563D; C584D; EH6586H; W5205; W5222; W5223;
W5224; W5225; W5321; WS5415; W5534; W5723; WS5775; WS5957; W5985; W6540. 6. MPONEH
(PROLENE): 7761G; 8204H; 8205H; 8301H; 8304H; 8305H; 8307H; 8318H; 8321H; 8325H; 8335H; 8357H;
8381H; 8411H; 841211; 8417H; EHBO066H; 8204H; M8726: M&753; NP0138; PGG5695H; W8470; WR851;
PQQS671H; 8418H; 8422H; 8523H; 842311 8424H; 8425H; 8433H; 8434H; 8435H; 8455H; 8521H; 8522H;
8523H; 8526H; 8527G; 8528H; 8554H; 8556H; 8557H; 8558H; 8559H; 8571G; 8580H; 8581H; 8603G;
8610H; 8617G; 8618G; 8621H; 8622H; 8623H; 862911; 8630G; 8631G; 8632H; 8528H; 863411 8635G;
8635H; 86361; 8648G; 8649H: 8655G; 8656G; 8661G: 8663G; 8665G; 8675H; 8680G; 8681G:; 8681 H;
8766H; 8682G; 8682H; 8683G; 8684G; 8685H; 8686G: 8686H; 8687H; 8689H; B6SOH; 8558H; 8696G;
8697G; 8697H; 8698G; 8698H: 8699G; 8699H; 8701H; 8702H; 8703H; 870GH; 87081i; 8709H; 8710H;
8711H:; 8713H; 8717H; 8718H; 8720H; 8725H; 8726H; 8730H; 8732H; 8734H; 8735H; 8741H; 8747H,
8756H; 8757H; 8762H; 8766H; 8776H; 8800H; 8805H: 880GH; 8831H; 8832H; 8833H; 8834H; 8711H:
8841H:; 8842H; 8843H; 8845G; 8860H, 8861H; 8862H: 8870H; 887111; 8872H; 8881H,; 8390H; 8951H;
8975H; 9556H; 9702H; 9706H; BP8390; BP8557: 8735H: C822G; EH7167H; EH7230H; EH7234I,
EH7236H; EH7240H: EH7561H; EH7534H; EH7585H; EM7598G; EH7691H; EH7697H; EH7756H;
EH7758H; EH7811E; EH7813E; EH7814E; EH7835H; CH7897G; EH7972E; 8741H; EHB02IE; EHS8025H;
EH8030M; LEH8031H; EHB036H, EP7972H; EP8610H: EP8702H; EP8703H; EP8704SLH; EP8706H;
EP8708H; EP8709H; EP8711H; EP8722H; EP8726H; EP872911; CP8729LG; EP8730H; EP8732H; EP8734H;
EP8735H; EPR740H; EP8741H; CP8746H; EP8747H; EP8755H; EP8766H; EP8767H; EP8767LG; EP8800H;
EP8805H; EP8806H; EP8807H, EP88I13I; EP8889H; EPH7477H; EPH8710H; EPH8716H; EPHB720H;
EPH8725H; EPH8890H; EPHO702H; EPM8702; EPM8706; EPM8737; EPM8745; EPM88125L; EPM8751;
EPM8766; EPM8805; F1800; F1832; F1880; F1890; F1891; F2804H; F2820H; F2825; F2831H; F2832H,
F2833H; F2847H; F2858H; F2859H; F2860H; F2861H; F2862H; HFL56711G; X535G; HS6822H; MSO6855H,
HS6856H; HS6857H; HS6861H; HS8556H; KBL5690JG; M8305; M8307;, M8703; W8021T; M8R035;
MEH8024G; MPP8875H; PB30H; PEES692H; PGG5694H; W1709; W1713; W1777; W2775; W2777; WwW2780;
W2783; W2790; W2794; W295; W295H; W486; W523; W8310; W525; W527; W534G; W538; W538G;
W742; W753; W753G;, W7796; WB000T; WS8003T; WS8005T; WB8006T; WB007T; WS8010T; W80I1T;
W8020T; W8021T; W8025H; W8026T; W8101; W8121; W8304; W8305; W8307; W8310; W8316; W8321;
W8329; W8330; W8340;, W8354; W8355; W8400; W8401; W8430; W8430G; W8434; W8440; W38440G;
W8475G; W8521; W8522;, W8525; W8526; W8534; W8549; WB8556; WB689; W8557, WB8558; W8597;
WB662; W8664; WB665;, W8667;, WB683; W8684; W8689; W8697, W8702; W8702S; W8703; W8704;
Ww8706; W8707; W8710; W8712; W8718; W8721; W8725; W8731: W8761; W8770; WBBOI; W3302; WE803;
W8807; WB813; WE§14; W88B15; W8816; W8B30, W8831; W3840; W8843; W8844; W8B45, W8849: WEB5;
W8852; W8868T; W8871T; W8B72T; W8877T; W88781; W8880T, W8B81T, W8382T; WE8884T; WBB85T;
W8890: W8895; W8935; WB936; WBI3T; w8976, W8977; W8998;, W982; X1004G: X1295H; NP0137;
W8450G; 8934H; EH7787H; 892511; 8935H; 892GH:; 893GH; 8976!11; 8977H; WR025T: 8592G; EPM8704;
EPM8704SL: EPM8807; EPM8707; 8206k, 8444H; 89781; 8604G; EP8719H; 8634G; 8632G; EP8704H;
EP§707H. 7. TpoBonoka W3 HEPKABEIOWEH CTanh: 497G; 603G; 631G; M435G; M436G; D9834; W3ll1;
M624G: M635G; M649G; M630G; M651G; M653G; M654G; M655G; M660G; M682G; W945; W995;
W995G., H3roTOBMAEHHbIC N0 TeXHHUECKON NOKYMEHTAILHH = .
(HanmeHOBaHuE, THN, MIPKA NPOAYKLIIH, Ha KOTOPYIO pacipocTpauseTca JeKnapauns,

Cepuitupiii spimyck, Kog OKI1A 2 32.50.50.000, Kox TH BOJ1 3006109000
caeaeHis 0 CepHiiHOM DLIMYCKE 11710 NapTii (nomMep NapTIt, HOMCPa I3AEANH, PEKBIBNTLL A0T0BOPA (KoHTpaKTA),
naknanuas , kon OK 005-93 v (unn) TH B3 TC 1w OK 002-93 (OKYH), 1iomep u naTta 10roBORa iVl KONUTPAKTa O
RocTARKE APOAYKLINI
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Harorosurens: "3 TUKOH, Da-Da-Cu" / ETHICON, LLC,

Anpec: Coeannennste llltatsr Amepukn, Highway 183 Km 8.3, San Lorenzo, 00754, Puerto-Rico,
USA.

3aBOJIbI-M3rOTOBHTENH:

1. ETHICON, LLC, Highway 183 Km. 8.3, San Lorenzo, Puerto-Rico 00754, USA, Coeantennble
[IItaTer AMepukH.

2. ETHICON, LLC, 475 C Street, Los Frailes Industrial Park, Suite 401, Guaynabo, Puerto-Rico,
00969, USA, Coeauuennsie LLtaTs AMepHKH.

3. ETHICON, Inc., Route 22 West, P.O. Box 151, Somerville, New Jersey 08876-0151, USA,
Coeannennsle Hltarot Amepuku.

4. ETHICON, Inc., Calle Durango No 2751, Lote Bravo, Ciudad Juarez Chihuahua, Mexico, Mekcuia.
5. Johnson & Johnson Medical GmbH, Robert-Koch-Strasse 1, 22851 Norderstedt, Germany,
I'epmanus,

6. Johnson & Johnson International, c/o European Logistics Centre, Leonardo Da Vincilaan 15, BE-
1831 Diegem, Belgium, Benbrus.

7. Johnson & Johnson do Brasil Industria e Comercio de Produtos para Saude Ltda., Rod. Presidente
Dutra - KM 154, Sao Jose dos Campos, Sao Paulo, 12240-908, Brasil, Bpazunus.

HAIIMEHOBAHNE N3TOTOBITENA, CTPAHLI 1 T.1.))

cooTBeTcTBYeT TpeboBanuam OCT 50444-92, TOCT P UCO 14630-201 7,TOCT 31620-2012, F'OCT
26641-85, TOCT P 52770-2016, I'OCT ISO 10993-1-201 1,COCT ISO 10993-4-2011, ’'OCT 1SO
10993-5-2011,F'OCT ISO 10993-6-2011, F'OCT ISO 10993-10-2011, TOCT 1SO 10993-11-2011,
I"OCT EN 556-1-2011

obo3HaueH1le HOPMATHBHbIX ROKYMEHTOD, COOTBETCTBIIE KOTOPLIM NOATAEPIKACHO NAaHHOI AeKIa) auuefi, ¢ ykazanuen
P P
NYHKTOB 3THX HOPMATHBHLIX JOKYMEHTOB, conepxcatix Tpeﬁonauua Ui aaHHoli I'IPOI]}/KU.HH)

Jexnapauus npunsta Ha ocHoBauuu: [poTokon nensrranuit Ne 12P.170-2.018 ot 21.06.2018 r., Ne
16609 or 19.06.2018 r., UcnbiTaTensHas naboparopHa MEAHLMHCKUX n3aenuit GI'BY OHKL] @XM
®MBA Poccun (per. Ne RA.RU.21MH25 ot 17.09.2015 r.), anpec: 119435, Mockaa, yn. Manas
IMuporosckas, oM 1A; Tlpotoxon Henkitauuii Ne 16609 ot 19.06.2018 r., Jlabopatopublii uentp
O61wecTBa ¢ orpaHHYEHHO OTBETCTBEHHOCTHIO "LleHTp KoHTpons kauecTBa OHKOROIHYECKOro
Hayunoro uentpa” (per. Ne POCC RU.0001.21PK75 ot 12.08.2014 r.), anpec: 143422, Poccus,
Mockosckas obaacts, KpacHoropekuii pajion, ceno Hmurposckoe, oM 160; Perucrpaunonsuoe
yhocrosepenne Ne ©C3 2010/06040 or 07.08.2018 r., denepanshas ciyiba o Haa3o0py B cepe
snpasooxpanenus (POC3APABHAJI30P), Pd.

(HHGOPMAIA 0 JOKYMENTAX, ABMIAIOUININCA OCHOBAMNEM [LTA NPHUATIA AEKAApaLI)

}_'Ia'ra NPUHATHA AeKmapaniu

JleKapanys o COOTBETCTRIM aclight \ 08.08.2021
II,-._.M
M.TT. ;W A 10.H. Mapxkosa
(nonnuca)‘__ ’a; I (mimnunansi, gamuins)

Caezienust 0 perucTpaliuy eKNapauny 0 COOTBETCTBHH
Perucrpaunonubiii Homep RA.RU.10A 546, Opran no ceprupuxaunn "POCTECT- Mocksa"
AxuHoHepHOoro obmecTsa "PersoHannubiii opran no CEPTH(HKALHH H TECTHPOBaHHNIO"

(HallMeHDl]ﬂlllle £ anpec opraHa o CepTHIIHIKHUIIII, 3aperuc1'pup0mmmero J.lEl\'.ﬂapﬂllmO)
occuiickas Qenepauns, r. Mocksa, Haxumonckuii NpOCHeKT, . 31

-l
ﬂgﬁ HOMep Jeknapaunn o cootBeTgapi POCC US.A5146.7176460, or 09.08.2018
{mata perncrpalm DiHLIl HOMep Aeknapauin)
) %«—j—-’* 3aM. pykosoautens O.B. Manosa
(noanuck, winians, hamunuR pyKoBOMNITENS Oprana 1o cepTHMIKALLIN)
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