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JIEIIAPTAMEHT
KOHTPOJIH KA‘-IECTBA

‘rem: (495) 926-2 I -07

IIACIIOPT N2 318
Hanmenoaarunc npenapam: IIpcnenap'”I3 (Baxumaa flllEBMOKOF\'Kuoan uomxcaxapnnuasz R0lI'b}0I"llp0B2lllIa$I
ancopfinpoaaumm, -rpuuanua*rxmancHTHan) cycncuzma mm snyrpmsmmexmoro naeneuma 0,5 MI!/i.l038

Homep cepxm 201118 Konwaccmo nponyxusm a cepmi 237 061 in. (uxnnuuu)
11a'ra H3FOTOBIIeHH$I 11 2018 I"oneH no 11 2021

Auanus amnonucn no III"! 000798-190516, Idamenex-mm N31, .I\'<_> 2, N23 H N24
N2 Hamuenosmme HOPMA I10 JIII 000798490516, Pesynsrawu
n/n nor:a3a1-eneii lri3MEHEI-IPBIM N21, N2 2, N23, N24 Ilcnbrraxmii
1. Onncaune Fomorenuas cycnenaun Senoro unera. Fomoreumm cycuemma

Gcnoro umrra
2. Honnuunozrrb lIomI<eH 65115 I1OJ10)KMTUIhIiLlI7l pe3y.nh1‘a'rn.m1 l'lo:1oamrre.tu.m.u“: nan

xamnoro M3 13 nncmaoxoxpsosmx nonncaxapunon Raaxnoro M3 13 Menno-
cepomnoa: 1, 3, 4, 5. 6A. 68, 7F, 9V, I4. ISC. I9A, xoxxonmx nonucaxapw
I9F u 23F H 6cm<a-nocn1'c.1su CRM1-n non ceponmon: 1, 3. 4, 5,

GA. 68, 7!-‘, 9V, I4, 18C,
19A, 191’ n 23F n 6cmca-

Hocu'rc.rn1 CRMm
3. ‘III-mnencaemmfi ofiscm He Mcncc noe.m1Iam.»uoro. Coo'n:c'rc'r3ye1'
4. pH Or 5.3 no 6,3. 5.9
S. Eawrepxsaitsnue He Sonee I2,5 E3/Mn. Meuee‘5,0 E3/Mn

aunaroxcnnm
6. Crepnauxocrb npenapar nomxen 61.112. crepsuwnbm. C1'cpu.m-.um‘i
7. Amomznuun OT 0.20 no 0.30 Mrixun 0,23 Mr/Mn
3. I'Ionucop6:rr 80 OT 0.0I4 no 0,024 % 0,017 %

01' 0.14 no 0,24 Mr/Mn 0,17 Mr/MJI
9. BUICK ofiumfi OT 43 ,0 no 86.0 MRI‘/MJ1 60,1 MRI‘/MJ'|
10. Sumx cas13:mm.n‘i He Meucc 70 "/I: 92 "/o
I 1. Konnmecruenarioe on pcne.-Ieuue

fionucaxapml cepomna I Or 3,1 no 5.7 MRI‘/.\IR I - 4,1 mcrlmx
flomxcaxapun cepomna 3 OT 3,I no 5,7 m<r/mu 3 - 4,3 MKI"I.\IJl
Flomrcaxapun ceponma 4 01' 3,! no 5,7 m-r/nu: 4 - 5,6 MRI‘/EIUI
Honucaxapnn cepomna 5 01 3.1 no 5,7 Mxr/.»m S - 5,0 nu:rIMJ!
nonucaxapun cepcrnma 6A 01-3.] no 5,7 MK!‘/MJI 6A - -9,6 MRI‘/MJI
flonxlcaxapnn ccpomnu 6B Or 6,2 no I 1.4 .uxr/Mn 68 - 9,3 Mlcr/Mn
nonuczmapxsn cepornna 7F OT 3,I no 5,7 MK!‘/.\I.'l 7F - 4,3 MRI‘/MJ1
Flonucaxapnn ccpomna 9V (“ * 3.1 no 5,7 .~u<r/.\u1 9V - 5,3 Mxr/nun
nomlcaxapun ccpomna I4 O1'3,l no 5,7 mcrhm I4 - 4.4 m.-r/ml
Oymrocaxapun cepomna 18C OT 3,! no 5,7 m<r."mn 18C — 4,5 MK!‘/MJI
flonxicaxapun ceponma I9A O1‘ 3,l no 5,7 MK!‘/Mn 19A - 4,2 mcrlmn
Flonxacaxapwx ccponma I9? 01‘ 3.I no 5,7 MK!‘/Mil 19F — 5,3 mcr/'.~m
flonncaxapnn ccpomna 23F OT 3,! no 5.? m:r/Mn 23F —— 4.9 MK!‘/MJI

12. ynnxnnxa I'lo 0,5 Mil a umpuu aMecruMocn.xo I Mn 143 0.5 an 3 zunpuue Ha I MJI,
npoapaunoro Gecuacmoro CTCK.-‘I3 (THTI I), I umpuu u I crepunulan
I umpuu H I crepnmuaan urna u vmac-nnconyro urna I! mmc-rmconoti
ynaxozmy, sane-mmnuylo nonuamneuoson nneux “. ynaxosxe 3Mec1': c
I rmacrmconan ynaxosxa nmecrc c macrpyxunen no umvrpyv.-uneii no
npumeueumo B Kapromuyno nnuxy. npnmcnenmo 3

I49 1; won na-me
I3. Maplmponka B cooraucrmm c J11‘! 00079S— I 90516,
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EHOM5 TE
Deccan. mm. Motown. ya. Mlmnym-.'\lnx_1an._ mm.

HEX PAH. I-'0pl1. 71
3A0&w acunlallllu Tr.nl¢ast: (495) 3311-74-29

IIACIIOPT N.» 020-17

nalcuulm rcnanrra B pexcomfiuualrruoii npomxcenoii

Ccpux N2 215-1017 - Komponmmfl Ne OBTK 5_2_4

Cpozc ronnocm no 10.2021 ’ 0
Kommecrno ynaxonox 26603

. Koxrrpom. naxcumm renamra B pexomfimxamnoiz zxpoxoxenoii ocyu1cc'rn:1eu 3
cocrrnercrnun c <DCI'I P N000’/'3 8/01-191 107, n3MeHc1m51M_H CDCFI N2 1,2,3.

_ Ilara poamuaa 17.10.2017

K{)HTI’0_._1II> BAKIIHHLI

TECTBI CIIELII/lib!/lI’€AlII'I}I PEBYJIBTATBI _A 0
Ormcaune Tomoretinauvcycnemm Gcnoro c Fomoremaaa cycnenamu ficuoro c

I ceponamu orremcou unem, 6&4 ccpona-mm o'rrcm<oM usera, 6c’:
mmuuux nocropom-mx nununmx nocmpommx mcnnoueunfi ,
nxnroqcnnia, paanensnomancx npu paznenmouzaacs npu c-romum ua
croamm Ha Secunm-uyro Secunen-ryno npospav-myuo )Im.L1Koc‘rh
npoapatmyro xcnnxocm n puxmufi n puxmm ocaamc fienoro c
ocanox 6e:uoro c ceponamm ceponarum OTTEIIKOM unc1*a,nerxo
orreuxom 113:1-a, nerxo pasfinnaxoumkcn npu ncrpxxuaauuu
pasfinaazonuiiicz npn
nc1psxx-manna

IIou.mumoc'l'b'
'

Tlpenapar J10JI_>KeH eogxepxcan Hpenapar concp:-Km I-IBsAg
HBsAg . cepcrnmu ay H ad
Cqnepncasluc ocnonuoro Monouepa
c Moncxynxpuofi uaccofi 24000 1 96,4 %
I000 11:: P! am nmuepa He nonmno
65:71. MCHHH6 95 %

Jlncnepcuocn. Cycncmua Baxumtbl, - Cycncnana naxuuuu. ofipaaynomancs
ofipaaynomasacsz npu npn BcTp5IXHB&HHH, ue
ncrpaxnaanmu, He nomxnn paccJ;aIinaeTc5I 3 Teuermc 5 mm H
pnccnanaauca s 1'esIeI-we 5 mm H _cso6o.uHo npoxo1m1' n mnpuu qcpea - '

Jzonxma csofiomao fipoxonrrrb 3 - nrny N2 0840
. umpuu uepea urny N2 0840

Ilocropomzne ,IIo.m!mm o'rcy1'c1'aoaaTb fiocropommc mauoucxu-ta
Bruno-aeunn orcyrcrnyrm

pH
OT 6,4 no 7,4 5,9

IIoMmla'Jn.nb1ii
'

He Mencc 1,0 WI (safiocnan zzoaa;
05-“M _ l sapocnas nosa -mm 2 ncrclme

11031.1)
' ‘ «

He Mence 0.5 .~m.(he"rc|<aa noja)
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sanncb 1 "3 5 3
Ken: 3l1-I103-03-001

9 l’lACl'IOPT KA'-IECTBA'
N2 40000004992 Bepcua: 4

Enaux 2

l1eHmaucuM®(eaxuuHa an» npodmnaxmuku dutbmepuu u cmonfimma adcop6upoaaHHas, KO-
tcmowa aqennaormpuan, nonuouuenuma uuaxmueupoeanuan u uuqbeuuutt, auaueaemux Hae-
mophllus lnfluenzae mun b, xouuoaupoaauuan), nuocpunuaam dnn npuzomoeneuun cycneu-
auu an» euympumuule-moeo eeedeuun, 1 dose, 9 xommekme c cycneusueii dnn 3HympUMbI'
wetmoeo eaeaenun 0,5 Mn

Me)KAyHapo,qHoe
He|'IaTeHTOBaHHOe BaI<LuaHa Ann npoqaunaxrmqa ,qMcb'repMu, cTon6I-mrca, Koxnroma,
HaVIMeHOB3HMe nexapcvaem-Ioro nonmoumenwra u MHd>em4m71, Bbl3blBaeMbIX Haemophilus influ-
npenapava enzae TMI1 b
HoMep cepvm (o6u4vII7I) ROC611M

HoMep cepma

Baxuuua om npoqbwmcrnuxu ductmepuu
u cmo116m1Ka adcopfiupoaanuan, no-
xmowa aqenmanspuaa, nonuouuenuma
UHBKI17UGUPDGEHHEH

Baxquua om npoqpunaumuxu uudmruuu,
ausuaaeuoa Haarnophllus lnfluenzaa
mun b Kouuoaupoaauuau

P3K16 R1 A26
Kon-so ynaxoaox a oepun 95 862
11a'ra npousaoncraa 11.09.2017 06.02.2018

l’o,qeH no 31.05.2020

Pemc'rpauMoHHoe y.qoc1'oaepeI-me J1CP-005121108

Flponsaonvrrenb cy5c'raHLww: Z

V|Cl1blTaHIIIH Bbll'lOJ1HeHbl no J1CP-005121l08-300318 (V|3M. N2 1. 2)

Halmeuoaamue Me-romu Peaynbrarbn
noxaaatenn ll|Cl1blTaI-IMF!‘ Hopubl HCI1 BITBHMFI

I. Baxuuna dun npocpunaxmuku audamepuu u cmonfiunxa adcopfiupoaannaz, Koxmowa auenmonnpuan. no-
nuorwuenuma unaxmueupoeauuan (cycneH3un arm auympuublwetmoeo eaedeuun 0,5 Mn (1 Ooaa), npedaapu-
menbuo aanonueuuue wnpuubr)
Omcame Bmyanbmfi Eenoaatoro uaera Myman Benoaatoro uaera Myman

cycnenana cycneuaun
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Poccmg, ‘H7997, Mocstna, ya. Mnlcnyxo-Maxnan, IGIIIJ,
HEX PAH. Impn. ‘ll

Tc.III¢ax:: (495) 310-74-19§noMsuog_e_;:_‘”
IIACIIOPT N2-. 004-19

nalcumlu renanrra B pelcomfimlalrrnoii zxpololcenoii

Cepnz N2 221-0419

Cpox ronnocm no 04.2023

Komponbnufi N2 OBTK S33

Konnqecrno ynaxoaox 31065

Koxrrpona. naxumm renamra B pexomfinnanmofi npoxoxenofi ocymecranen 3 coownercnazm
c HJI P N000738/01-190218.’

Jlara po3m»m'a 21.03.2019 ’
KOHTPOJIL BAICIII/II-II>I

Htfxaaarwn Hopmu Pe3y.m.'ran.|
Onucanue Fouoreunaa cycneurmn 6e.noro c Fomorem-nan cycneusm Genoro c

ccpoaamm orremcom uaera, 6:3
BHLIHMBIX TIOCTOPOHHHX

axmoxueunfi, pasnenunomaacs npu
cmsumn Ha fiecuaernyro
npoaparmyro x<m.u<oc'n. H pbIxJI_5n'-i
ocanox 6enoro c cepoaa-mm
orrenxom uaera, nenco pa36uBam-
umiicn npu acrpaxnaamm.

ceponnrmm 01-'re_m<oM unewa, 6ea
nvmuu ux noc-mpommx mcmo-aeuufi ,

paauemuourancn npfl crommu Ha
fiecunemylo npoapalmyxo 2l(H11KOC'l'h

u puxnufi ocanolc Genoro c
CepOBaTLlM 0‘lTeHKOM unem, JIBPKO

pasfinnalouuaiicu npu ac1'paxn'namm.
A

‘lZltmn n.nuoc'r|. flpenapar nomxeu conepxcars
HBsAg.

Ilpenapar conepxtwr I-[BsAg.

Paamép -Iacnm Cycneusmi Baxuuuu 11o.n>xHa
cno6ozmo npoxomm-.~ B mnpuu
uepca urny N2 0840.

Cycnenana aaxuuuu cnofiomao
npoxomrr 3 mrapuu -tapes arny

N2 0840.
Bpemsl Cycnensun salcunmsl, o6pa3y:o- Cycneuaus aaxunnu, ofipasylomaaca
cenumeu-rauuouuofi maaga npu scrpmmaauun, He npu ac-rpnxnnamm, He.
yc-.-o,°,.m3oc-m nomxna paccnanaa-recs B 1-erienne paccnannaercn 3 ‘renew-1e 5 MHH.

5 MMH.
Mexamlllecxue llomxnu o'rcyrc'n3onaTL. Mexannqecxne axnrouenna
'nlcJIIo'1e1msI o1'cyrc:ray1o-r.
pH 01' 6,4 no 7,4 5,9

I/Iannexaemuii ofinem He Menee nomm-am.Horo. 0,5 M};

Fepuenlsauns Aunyn bl c npenapa'roM nonnmu Aunynm c npcnaparom
6blTb repueru-mu. 1—ePMe._m.mH_

C'l‘epll.Flbll0c'l‘la flpenapar nomlceu 5blTb I'Ipenapa1= crepwlen.
c-repnm.m.m.

Balrrepuanume He 6onee 30 E3! Mn
3Iu1oToIccnHbl
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HACHOPT N2 629 OT 12.04.19
Ha aaxquuy napomumno-kopeeyro xynbmypanbnyao mueyro, nuorpunuaam am

npuaomoeneuun pacmeopa dnn nodkoxmoao eaedeuun
Homep cepun (napnm) M00365
Konw4ec1130 no: 3 amnync l
K011 Hqecmo naqex 3 cepun 2824.
J'_IaTa BbII'lyCKfl nponyxuuu 03- I 9 Cpox rozmocm 110 03-20

I/Icmywauusa rtpoaeneliu no (DCFI N2 P N000544/0|-220317, u3M.N<_~l
Bnoaoru-Ieclcnc u danzmco-xlmu-Iecxnc noxasareml

N2 II/n Hanmeuouanue nmcu3a'reJ1ei‘I 'I'pe6oI3aumI nopmanmuoii noxymeurauun Pe3ym.Ta'ru ncnummm

J1noqm;m3a1- — oauoponnax nopucma Macca orI Omicanue _ Coomaemcmayem
‘IKBJITOBETOFO .llO poaonamro IIBCTB, rurpochonwma.

Boccrauonneuumfi npenapzrr - npospalman )l{H,f1I(0CTb
po'30BOl'0 unewa

2 Ho.-1.n:mHéc'n. Ilonzxeu conepncan anpycu xopu H naporma Codepox-um
Jlomrceu pacruopsnbcn 13 Teuemue 3 mm mm3 Bpcma pacnaopcl-ma Bnecemm 3 amnyny 0.5 MI! pac'nmpuTe.Iu1 Ha nozy Coomeemcmsyem

4 pH 0'!‘ 7,2 .110 7.8 7,4

5 §MexaHm1ecxHe manouenma n°‘T"‘°” °°°"’eT°“3°"a"’ Tpe6°3a'“”"“ "9" Coomsemcmeyem
; onpenenemm nuzlmaux uacmu :

Hc fioncc 23 Mcxammeclcux mcmollermfi 3 5 azunynax
nepaoii m.I6opKH H He Gonce S2 Mexammecknx !

axmo-Iemm 3 10 amnynax ncpaoii u xrropoii nufiopxn :
cymuapuo

Have a 3 zuacce n u ,6 wcyfi maamm ,, ‘’ He fiance 2,0 9-. 0,5
, (0

7 C'l”l‘.pHJ1hl-IDCTI: He 1l0IDl\'eli collepxcan. fiancpnfi n rpufiols He codepmcum

Auomanbnan Toxcwmocrb llomxcu 65115 Hero:-zcnuuuu Hemoxcuueu

Cneumpmccxaa l'lpuanao-mas! nozsa azlumnua (0.5 Mn)1IomKaIa concpx-ra11. napofnflfmyf flfiKaunoueum -
aK'maHoc1'I., Tl_l,[I50;’0,5 Mn He Mcucc I 000 ncaucaux Lmrollarorelulmx A03 {TlU150) 251200 (5,4)
(]g 1-{U150/0,5 Mn) anpyca xopu (HC Mcucc 3.0 lg TlUI50f0.!:a:f4.1) H m: Mcuee Kopegog Ko_"nO"g”m -

20 000 Txaucaux
lllfl'0flEIT0;¢3ll:llnl¥

1103
E/l0Llé'l5O)

aupyca [3620 t'«'4__'_)7}

_ Impcrrma (m: Mencc . g HA5 . Mn) c
npwamdwmenpeonmmnuucm nnponmmro Icomnonclrra no Mcuce -«:54

ml 0 9 {g .nU150_,O Sm napamumm2.~.p K0.1-illfl llf flmfl
/, I3

IO 0'~'Tflm‘IN0¢ K0!|"'4<=C|'B0 WA. ND’-‘mt He Gonec 50 HI‘ 3 onuofi npunnaohmofi 21039 saocuuuu 6.!
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1 I V _ Ho 1 noac B asmyxlc. B natakc |()n.\my31 c lrlmrrpyxuucfi no [lo I 003: a aunyne. H nawxe
“axon” npmtcncumo M m<.rla.11.IuIcM c HOMCp0M }‘!<JlEL'l'l|ll(a I0 amnyn c llucmpykuueit no

njmmeueuwo u ax.-:adume.u c
Ho.uepo.u ‘vmadquxa

12 Mapxupoaxa B cooraemcwmm c CDCII Caomaemcmayem
" "‘ C|'l 3.3.2.3332-I6I3 [Xpam-Hue myC

2 8°C
"P" Coomaemcmeyem. e» ..—-— ‘te1~q11¢13mpe 01 no

Baxmoqcnue: Baxuuua napo'm'rHo- xynbT}']3\éi15}‘$i§§i‘§1 xcmaaa, nuo(]mJm3aT mm npnro'ron.ncH1»1>I
pacraopa 1.1513 nozu<o g‘§§1_1f£i1m cey}fi;i»_lNIg M00365 co<)_1_'g3_§Tcmye'r Tpefionaumm <DCl'I .\';/'
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3[(cnep11)|3[,[ gpepgm. Megmuuncxoro npnmcnenma" Munucrepcma anpamoxfianennn Poccnfi cxo fi dgenepaunn.
1?‘? 127051, POCCHH, ropo1z'Mo_c1<Ba,.6-p. Hmpoacxnfi ,.:1. 8, crp. 2, 3; 11.9002. POCCPl5I,_ropo.u Mocxsa,
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.2 " Tenecpoa -j-74991901818, +T4_9924 19463, qsaxc +749562543 S0.
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, q_)1"BY' "H'PI1.13M HM._'.H.¢._'T_8.MaJ1¢H" Mnnanpasa Poccnn i _
$1 (tlmmtan "-Menramfairf-'__<fiFSV""HP{u3M HM. 1-1.t1>. 1‘aMaJIeM" Mmaazxpasa Poccvm), Poccx-ml. :5";

Anpec:_123098, Ir. Mocxaa, yn. Fauanen. ll. 18. '
Teneqaoa (499) 193-30.50. dzaxc (499) 190-66-71. 5?.

I 1:
'

AL‘

Anpec: 123.098, 1-. Mqcxaa, yn. Fauaneu, 11. 18. '
E ‘r ' . ‘ :. -51 H-HH 7734013214.

RDA OK N
‘01iB)a9 ne:w Jmsl utansiliefi nepnutmofl uMMyHu3auIm(B1__D!(—M), [nuottaunusar

(mam 2)9‘ mm npnroronglenua cycneiaausgngm armpnxonmoro naeneuua, 0.025 M1‘/J103a.(8MI'1)‘J1’&’) 0.5 Mlf 20] 20 21 121 ;1.=;_:
(20 1103) x 5 +pacTaopIr!eus (aunyna) 2 M11 x 5] x I (natuca KSPTOHHQH). ' ' '
Perucrpannonaoe ynocronepenue N9 P N001972/01 orr 31.03.2008 I'., nara samensl 27.07.2018 r., 1 TH B3Awnaxmoe Mnyanpanou Poccun. ' m‘ -
Baxumia BIDK-M. Cepns 565. Cpox ronuocrrn: no 02.2020 1-. ,3 i
Pacmopmenb - pac-mop Harpua. xnopnna 0.9% ms nnnexuufi. Cepvu 377.'Cpo1c ronuocrn: no 04.2023 r. '

; 1'1ap'rns1 1494 ynax.

Ti" LcoownnrcrnyarmnsommamHOPMA'I‘H.'BI-IBIXAolcmnnron= _-? PNO01972/GI-100418, Plauefl euueN2 1.

., -":'H_ay‘4lHhll7l uetrrp 3KGIlBpTH3bl épencus M6111-‘ll.lHHCKOl"O npsimeueuus" Mu“ r - 1
filienepamm, a'rrec1=aT.a_xKpe,J1l_4'rauun per. N2 RA..RU.21¢JI32 01‘ 29.02.2016 r,:‘
mpon M'ocxaa,.;1ep. C.n_au_ea-Bpaacex, ,u. 41 . cwp. 1, 3. "‘.7..’~ nggu luau

‘_”uN11i0IIIl



CDFBY “HVlLl.3M ma. H.<D. l'aManevI" Mm-Ianpaaa Poccuvl

(<1Jn:man"Me,qraman" IDFEY “HI/|Ll3M ma. H.¢v. l‘aManeIn" Mvmanpaaa Poccum)

|'|ACl'lOPT 711

BA|(lJ.l/IHA TVBEPKYHESHASI mm uJ.annuJ.e|7I nepaw-mow‘: Mmulyuuaauvm (5|J.>K-M),
nvaocpvmusat Ann npvuroroaneuvm cycnenavm

nnn BHy1pm<o:xHoro aaenenvm 0.025 MI‘/A038
Perucrpaunon-moe ynocroaepeune P N001972l01 or 31.03.2008 (J1aTa namenermn 27.07.18)

Homep cepvun 565 Jlara maroroanenvm 01.19

KOHTpOIlbHbll7I Homep OETK 3349 Cpox ronnocm no 02.20
O6‘b9M_Cep|aV| 1494 ynaxoaxn

Konn-aectab nos 3 aunyne 201103

Pacnaopwrenb - pacraop Hatpvm xnopvuza 0.9% .11n:=I mH'beKLmD'|
Homep cepvm _ 377 V 7 Data uaroroanenvm 03.18

Konrponbnufi nouep OBTK 3136 Cpox rom-«ocm no 04.23

Ofi heucepvm 8688 annyn
,E|.a1a abmycxa nomnnexra T 01.19

An-Iann3_aunonueH no P NOD1972/01-100418. M3M. NI 1.
NI Havmenoeanue Tpeéoaaum no H11 Paaynbram Kowrpona OSTK
nn nonaaatenefi

1 Otmcauue nnuqamnuaaw. Onuopomian nopvman Macca, nopowxooopaanan mm nuoq:um13a1. Onuoponuan nopncvaa
a sane rouxofi axypuofi rafinatxn (xoneuxa) éenoro mm cae1no- uaoca. nopotuxoofipaauan mm a was
xenroro uaera. Furpocxonwu-Ia. tomcon axypnova vafinemn txoneuxa)

Gonoro vmva caetno-xemoro uaeta.
Furpocxonwu-ua.

2 flonnnuuocm 2.1. l'lpM omxpocnonvm uaaxoa. onpame:-mux no Llumo-Hnnuceuy. 2.1. Flpvu MVIKDDCKOHWI Maaxoa.
2.1.MuI<pocxonmecmn nonxuu onpenenmbcn oxpauaem-Iue B xpacnufi user ontpauuauuux no uumo-Hnnuceuy,
2.2.Kynbtypanwh1I7I (mcnoroycrowmabue) TOHKVIB. npmme vmm cnerxa M30|‘Hy‘l’bI6 onpenemudrcn OKpaII98HHb|9 a

nanoi-um nnm-con 1-4 mm to umpunoi-1 0.3-0.5 mm. uacro c xpacnufi user (mcnotoycwoflumaue)
nefiomaunmn aanytmmn Ha Konuax. Ha ofipaaynoume cnop n xancyn. TOHKMG. npsmbua n cnerxa naornyrue
2.2. l‘Ipt-I nooeae BaKl.lMHbI Ha nnomylo cpeny neaeuurrenua-|7leHceHa nanoum Amman 1-4 MKM H umpunon
«ages 26-30 cyr uuxydauvm npn Ieunepanrpe (3711) ‘C Ha 0.3-0.5 mm, we ofipaaylouwe map in
noaepxuocm cpeau n0n)KHblB!:lpaC18.Tb xapaxrepnue Iuepoxoaame xancyn. 2.2. Flpu noceae saxuvn-nu ua
nnomue -couon-mun or 0.5 no 3.!) mu 3 nuanerpe xemoaatoru uaeva c nnomyuo cpeny neaeHm1em-ta-
Tommum Hepoauuum xpanum. Vleuceua uepea 25-30 cy1 vu-ncyfiauvm

npn veunaparype (3711) °C Ha
noaepxuocm epenu aupactarot
xapaxrepnue wepoxoaarue nnomwe
xonomm 01 0.5 no 8.0 MM 5 nuamerpe
xen‘rona1’oro users a TOHKVIMVI
fipoarlbluvl xpanum.

3 Bpenm He {Bones 1 man nocne Ao6aanenun 5 aunyny npunaraemuro Pacraopaetcn a Te‘-IBHHE 1 mm nocne
aoocmuoanenun pacraopmenn c ofipaaoaauueu rpydcnncnepcuon ronoremaofi nofiaanemn 3 annyny npunaraeuoru
npenapara cycneuavm. pacraopmena c oépaaoaamaem

rpyfionucnepcuon ronoreu-man

4 HDOSDE‘-IHOCTI: n Pacraoperman aaxumaa nonxna mam am rpyfionncnepcuon
U.BE'l'HOC‘|'b pacraopa cycnenavwn fienoro c capoaaruu am»: xenram onemzuu unera. 6ea

nocwpom-mx axnno-oeuvm.

5 Ofi uneeconepaxanvue rloxaaarenb onm-aecxon nnomocm (O|'1)nonxeH 6am: a npenanax ; ,_N,,;,.1
Gaxrepnfi or 0.16 no 0.2 onm-zacmx enmmu (OE), qro cocnaetcraye-r 0,5 urlmn 1mmunobin|o;iul

uuxpofiuux KIIETOK SUJK. C'IIII'lP3l.V"
s Llucnepcuocrb Flonaaavenb nucnepca-room nonxen 6b|Tb He HIDKB 1,5.

Datepn o Maoce npn He 6anea' 5%.
amcyumaanvm

3 Baxyyu (a aunynax. I’naoaaa cpena a aunynax c aancuvmofi nonxua naaan. 6nenHo— -
3aI1aFIHHw< HOD. ronyfioe nnn poaoao~rony6oe caeuerme.
Baxyyucml
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Konvmecrao 1103 a amnyne

CDFBY "HML|.3M MM. H.<D. Fauaneu” Mm-Ianpaaa Poccma
(¢|M1|fl3I| "Me.I:I.l'aMan" GJFEY “HMLLSM mu. Hm. Famaneu" Munanpaaa Poccvm)

|'lACl'lOPT 738

BAKLIMHA TYEEPKYHESHASI Ann 1u.ap.au:.ev'1 nepswmofi nuuyunaaunn (I5IJ,)K-M),
nnoqmnnaar Ana npurorosnenun cycneuaum

Ann aHy1pm<o>I<Horo BBEAGHMS 0.025 Ml’/A038
Permcrpaumonnoe ynocroaepenue P N001972/01 or 31.03.2008 (,D.ara maueuenmu 27.07.18)

Hamep cepma

Kourponbnufi uouep OBTK 3403

05‘b8M__G6pIdM

559 Jlara naroroaneuvm

1756 ynaxoeox

.20
Pacraopmenb - pactaop Harpvm xnopmna 0.9% nnsa mnbexunfi

03. 19
Cpox ronnocm no 04.20

Homer» cepum 354 Jla1a naroroaneuhn 12._17 _
KoH+po:1bmaua Homep OBTK 3043 Cpox ronnocm .119 01.23
061:9»: cepma 9446 annyn

,D.a1a sunycxa xomnnexra
Ananna_aunonHaH no P N001972/01-100418. Maul. N0 1.

03- ’-‘.9 _
N‘ Ha|‘"‘9"°F3""9 TP950BaN|'|fl "0 H11 Peaymsraw xomponn OBTK
nn noxaaatanan

1 Ormcauue flnomunuaat. Onuopomcas nopucran Mecca. nopomxoofipaauan mm nno¢nnn3at. Ouuoponuaa nopncma
a mule wnxofi axypuofi Tafinema (nconeuxa) fianoro nnn cse'rno— Maoca. nopoumoodpaanan mm 5 arms
xemoro uaera. Furpocxonu-ma. roman axypuofl tafinema (xona-ma)

fisnoro nnn caerno-xemoro usera.
l’urg_oc:onwuaa.

2 flonnunuocrb 2.1. Flpu maxpocxonun uaaxoa, oxpameunux no unnno-Hunuoeuy. 2.1. npm uuxpocxonnn uaaxon.
2.1 Mmtpocxonvwecxvm nonxr-um onpananmbca oxpamauuua a xpacuufl uae1 oxpamermux no Llnmo~HvInaceHy.
2.2.Kynnypauwaun (mcnoroycronunaua) Tomcna. npnuue unu cnerxa naomyrue onpenenanotca oxpamenuue a

nanomm mmuon 1-4 M104 :1 LIIVIDHHOVI 0.3-0.5 Mm. uacm c xpacuui-‘I use‘! tmcnoroycronuuaue)
Hefi onbuwmnaanyrunum Ha xouuax. He odpaaytoume cnop M xancyn. romme, npnuue n cnerxa naomyrue
22. l'|pvI noceae aaxunuu Ha nnomyso openy neaeumrenua-Fleuoena nano-am nnnnon 14 man u umpnuon
wepaa 26-30 cy'r vmuydaunu npu vemnepatype (3711) '0 Ha 0.30.5 MKM, ne oflpaaymme cnop In
noaepxnocm cpenu nonxuu aupacravb xapanuepnue mepoxoaawa Kancyn. 2.2. npn nocese aaxuunu na
nnomue KOIIOHIM or 0.5 no 8.0 MM annanerpe Jxemoaaroro uaera c nnomyno cpeny neaauunama-
TOHKVIMVI Hepoaubmu xpasma. Pleuceua uepea 26-30 cyt mucyfi auvm

npu teunepa1ype(3721)'C Ha
noaepxnocm cpenm aupacvaror
xapaxrepnue Iuepoxoaarue nuomue
xonouvm or 0.5 no 8.0 an n nnauarpe
xenroaaroro users 1: ronncmnn
uepoauuun xpamm.

3 Bpeua He 6onee 1 mm nocne noéaaneuun a annyny npvmaraemoro Pactaopaerca 5 TBHBHMB 1 man nocne
aooctauoaneu-ma pacraopmann c ofipaaoaaumeu rpydonucnapcnora rouorermon nofiaaneuun a annyny npunaraeuoro
npenapara cycnenaun. pacraopmenn c ofipaaoaanuan

rpyfionncnapcnon romnrermon

4 npoapatmocna u Pactaopenuan aaxuuna nonxna vman. am: rpydonncnepcnon
uaemocn pacraopa cycnensvm (Senora c oepoaamu nmn xenruu one:-ucou uaara, 633

noctopommx axmouemm.

5 O61uee oonepxauua noxaaaranu anmuecxon nnomocm (Ol'|)Ao1IxeH fiun. a npenenax
Ganepnn or 0.16 no 0.2 onmuecmx ammuu (DE). -410 OOOIBBTGTBVOT 0.5 Mrmu

nwncpofiuux IUIEIOK ELDK. V
Ilucnepcnocna noxaaatenu nncnepcnocm Aonxeu 61:11:: He mute 1.5.

pf
Florepu I Macce npn He fionee 5%.
aucyumsaum

5 Baxyym (3 aunynax. Faaoaan cpena 3 aunynax c aaxuuuon nonxna naaan-1 6nenHo-
aanasmnux non ronyfioe IMIVI poaoao-ronyooe cue-«es-ma.
aaxyyuou)
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' . Ha”11poAyxJm1o, muuotxenuyno B e,a,uH5u'1 nepeqeub np'o‘;qy1mx1:§,

noAAe>1-:amei'i ofiasarexmaofi cepmtlxnxauurf ’ V '

_.N'2 POCC RU C-RU.‘CDM13.B.00098/19‘ _ V
no "28:.()2.2022'

.

1--v
'

ICPOK Aefi cr-nu}:c 9M
orrm IIo"CEIarp1<r>1‘a1<A11I/IV‘ A _ i N2 0 o 6-5 6 0 7‘ per.;N2 RA.R_U..I lCI)M13.‘c1Je;1epanbHoro rocygapcwseuuoro fimmrcemoro yqpengueunn "1-lay-aHLn‘«’I uerrrp.
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HA0'.'Hl'[0."M1akp‘oreH'?;Poc¢Hg.;A,7-' T . b V A
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i—. HH:772242’2237. ' A. I f V
‘ % A A ‘ wokHPOAVIGJHX - - A - . s . -A » . - o1< 034-2014

4 _ BaKu.HHa rtporms Icoxmoma, ,1:u«It|JTepHn, cTon6Hm<a H renawrra B a,l1C0p6HpOBaHHa}l . A
(K;-[ECb200g)’(OK1-m 2) .—.(Bax'unHa AKJIC-Fen B), cycneuamz mm nHy'rp’1»IMLIIuettHoro aBeneHmt,_0.5 ‘Mn/11o3aA 21_2o_2’1f1’_-;‘9 I ‘
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, Bblnzfi -tHoe_Ml1H3,upaBoM Pocclm. _ 9
' J:

‘ 'Ce'pm‘«‘1HL1i‘4 a:;1‘nycK.': ; - A

 bCA)_C):TBIFAjTb"TB3’F,T’TI_’_J3B_'QB1¢‘§J-III1:5I1V;[HOPMAT1/EBHBDCAOKYMEHTOB. , _
'' A 1 nc-o‘o1 032429091 e,:i;1g1;§;1;4§ue§;_ue..Ne 1:

cEPT1r1¢mcAT.Bb1;6;A§1.AH"A:ocHoBmmm T . . . _ A _ » ._ »
‘1 1. an-ra o pesymaaraqi aHaJtt;q3;1_-_::_ocTosH1m npon33o,ucTaajN2 l4‘l,o1- 05.12.2018; npoToKona"u'cnL1TaImfi'
'- N2 C1A946/AA‘1'I/18 (117.0 1;‘.j03.’_A2_(JTl 9. r.‘lrIcnL;rraTemaHoro ueH"%p'a akcnepmsbl Kaaecfiiajmenaiitiiiclcraxb ‘-

A. »rimMynofir§1VoJio17n'}4eck1i2;.inpcnapaipn'q;ep;epa.m.1iOrO _rocy11apIcf_rI}eHH<'JroV filomscéfrnoro yqpeaxguenua
. ’;'1"'.Hay=;HLI1‘7I‘ qeI_n‘p ;3g<'cnepim3s1T¢pi_e,:;cT3_-Memlunnckoro npuM_eH_eHma" MnHnc'répc1'3a' snpasooxpaneumn" - I!'PQcC'Hl7iCl§Ol7l:CD(:L[Cp?iil}{Ifi§'713.Tf'BQT8T a__‘xxgpe11H1rau1m per. N2,RA_.R_U.2l_€D.TI32 0'1‘ 29.02.2016 r.,-

'-avjzpecg 1‘I90OV2',§IPOCCPUI§.'fop9nTMocxaa, nep. Cmauea Bpamex, n. 41, mp. 1, 3;
I

.
.‘

AW

T3 N5 935. Tr.-n.: 14954725-47-42.‘ rw.opcion.Lg____ %
%



Cepml

<Dn.1ua.I1 A0 «HIIO «Mmq)oreu» B r. flepm. aflepmcxoe H110 «fiuomen»
P0{.‘CPI>l. 614089, Uepmcmtfi Kpufi . r.I1cpr.1b, y;I.}3pa':cKa:1, 177

I12
,!Ia'ra Bunycxa 0419

Auanua npoaeneu no <DCI'l IIC-001032-290916, H351. NM

nACrIOPT.N& 397 01‘ 08.05.19
Bammna nponm Icolcmoma, nnqrrcplui, c'roJ16Hnxa u renanna B

ancopfiuponammn (Bamuma AKJIC-Fen B)
c_1-cnenaun dsm mI_vn:puMume'm0ao a6er)r:wwI, 0,5 .wL/0030

(‘pox ro,-mocru _,£1] 20
Kummecnao ynaxouok 3 cepmt __3__]634

Haumenoaalme Tpefionauml no H11 P€3yJIb‘l'8Tbl anamnos
nln noxaaarenefi
I Onucanmc [‘oMon:mIan c_vcneu'mx mcnmaam-6cnnI'o une-ra. Fomurc.-nmns cycriemnss mcrrruaam-fi ulom u.Im‘a.

pnancumuuumca npn c-n:mum Ha Gecuucrnyku pamennmmaxcx upn cmsmmn na ficcuncrnyro
npmpa-myno 25.".-u:oc11. n pmxnufi ocanmc 2It&‘ll”(III:Ifl1- npoapa-my1o 3.-n:u<oc'n. n pwcum oczuox a:e;rrooa1o-
Ge.=uum un-cm. Im.:mocr1.m pa‘s(‘mnnm|uuiics npn fiemam um:-m. nonnoc-r1.Io paafimnuomuiica npu
nc1psvmn:nmu mzrpnwmumn

2 |'Io;unmuucn.: n:o1<.rIIo1u|ml! flpcmxpar ,1u.'nucH n6.1:m:m-. N\I'\1)'mJlL'HIIOT1 Hpcnnpar ofiruazmrr umuynorennoli anrmnuocwuo 8
xounoncm. ;1mb'rcpnnnuii aamquuurmo at nnmmcmm I<a2x.aom xoaunouclnra (mmulcmm xmluloro X0.\lI'l0llEH'l‘i'| muaumu u
xounoucm, C10.‘-lfi IIZHlHI:lH Iaanmnu u L‘u,'lk‘|\)t~I1lIb HBsAg 1! mm «in viuo» concpmul HBsAg a were «in vim)»
Kounznfem, I-IBsAg

3. Pll'iMl3p uacmu Cycnun-ma upcnapam. ufipauynouumcn upn Cycm-mm: npcnpma, uépmysomaucn npn
acupu-mnmmn. nonzma csofioimo npuxomrn. n mnpuu ucxpnxmsmnuu. cnofionno npoxonm 3 Lunpnn Ilcpca

. uepca ur-.'n N9 0840 umv N: 0840
4 Bpcm cetulmm-rau:m'mmH Cycncmum npcnapara, o6pa3yIm1u1!ICs npn C‘ycucInmJ npenupara. ofipuayrmunncu npn

ycroit-mnocru ncrpnxmumuu. uc ;1u.::;xIm pucu1auun'r1.ca :3 1c-Icnuc ncrps:<unaHHn.ue puccnnumxenzunrc-|cHHc2_,§ Mun
2.5 MI!!!

5 pH GT 6.8 no '.?,-1 1__(& _
6 Iwexnmwecxnc mc1Kmcm1u Bmlmuuc .-ucxammccscuc nmlo-«cums zxomzmm Bu.1nm.Ie .~m:xau:1-u:cxne mcvmwcmm owcyrcmym

crrcy: c rnnuzm,
7 I/lrmnexacxuti (men He ncuce ms-unumlmmro 0,5 Mn
8 CTcpnmmocn. ,!lom«eu ("runs cTl3p||JlblIM\I C'rcpn.m.Hm‘i
9 Ailomulumx 'rmccw~u1oc11. ,I10m|<v.:u GMT‘!-. Iicmxcmuuu I'Ic1’l)KGM|mhIfi

ll] Cneumlm-uecxaa llomxeu 5bl'1“b 6c'mrIaum.m Eeaonncen
Gcmnacaocu. 4_ __

ll Cncunclm-tccmn B I annpcna;>ar;:.1u::xmo6w12- ‘ flpcnapzn co.-'xcp'am1'u hm
mrmuuocn. no :m:ucc- 82%-ll_~‘ r<nu::unxuuum xonnmucum ‘_9_,§ ME uoxmoumuro Komnuucnra.
-KOICHOHJIILM Icomnm-ten 1' He MCIIUC 60 ME :m«[m:pui»‘moro n|m'ru:<cmm H _7_§,(g ME .:m(|rrepHflHum auamxcnua,
—:1I:qrrepnl'IHufi I:u_~.moIIeu1‘ rte Mencc I20 V1!-i cmnéna-more all§!”.‘0KCIlll:l. §f)_2_,§ ME cm.-'I6:m-more amzrruxcnua.
-C'I'I)5l6mI'l!lHfl k'0.\fllOH€HT Omolllcsmc norm pc¢n:pcuc—upenapam nmuyuurcunoii ()1nmnenm: gtom pcqrepem:-npcnapzrra mmyuoreunofl
- HBsAg anmumncm rerlafiimom o<o.\1rmucIrra nmnumu npcrrm: :IK'rHlIll0CTH ncna1111'uoro Immnouerrm uaummlu npmm:

Kommuun. :uu|nv:puu. cmnfiusuca u rcnanrra B Kl)K.|'II(Illlfl , zmclnepnu, c'mJI6mura H rcna1m'a B
arxcopfiupouamxon. nbzamnmomcii uupnéoncy arrmrcn K a.-lcnpfinponanuofi. Bumnamillcil aupaéoncy atnuren II
HBsAg y 50°/o nmuefi (EDm), It F.D_sn Hcnur}-cMoi‘i HBS.-\g. y 50% Mumcfi (EDM). K ED” ucnmycuoli
samnsnum ;1n.=1-asuo 51-511: m: Mcucv: 0.5 n TL‘C'I‘c «in viva-~. nammllu __l_.fl
Coxumskuume llfls/\g, .'!umIcm1 Gum. n r1pc.v1cm:x 115% ur Cuz1c|1>m||mc|-lBs/kg a'rcc1’e «in vitro» 93.6% or
uomma:u.um”s m-an-umm 3 Icon: «in vilrn» noMmmm.Hoii nc:m-uuu.s

12 llunmna cnpfimmz B l mu lli|.‘l0Ci1'l[I|vllIni¥ am.-1uom1c upenapam :10.-wamo (m n. Copfi uml uc.1um1:
-Jlmlncpufluull xoaumucII'r He fiance I If .1m1m:pHfiuoro uuaroucmm MCHCE I Lf.-‘Mn.
-c'ru,16mnmv.xR acne-moncu-r B 1 ml mxmcruxounun ?KIl21|\‘0C‘l‘N upcnapzrm nomamo Gun. nuance 0_.l ECJMA.
-wrmnrrnufi xonmoncm He Gum.-e 0.] EC‘ croslfimr-nmm amnokcunn

B I can mutocazxo-uuon ma.-xxocm npcnapan: zxomcmo neuee 20 Hi‘ HBsAg
Gun. ac fiance 20 Hr HBsAg

13 Oopumuncnu He fionu: I00 m<rfm1 §Q__Q mcrlml
14 AnIoMurmuI'H11poucnnn 01 0.6110 1.! z»m’M.r| Q,§_9_ Mrlmn

ncpecuerc ma msmwasann
ml") _

I5 r|poH;3om-.-n,.,-,;m_,;c Coryn::hnu1erium dipluhcriac PW-8 (Massnclunscus) Corynclsactcrium diphtheria: PW-8 (Mnssachusctls)

ummuu IN: 80QU|3). HnstridiumtelaniNe 47l,N’-.- 228: Bordclcllu (N9 300013). Clnstridium tctuni N2 47). N2228.
pertussns N-.-39. M2267. M2305, .-Y.-3l2, M9475. M2703. Bordclellu pertussis N239, N-2267. M 305, N2475. N9703.
N2l8323 (supym-I|11uam 1cc'r-urra.-nu). lllmm.-u-npo.'1yx1cur .¥~.vl8323 (upy:Icu11Iufl Tccr-urraam). 1ll'rauM-
— Pichia pasmris C226 (N2 MCB 120040). S.c.es-ex-isiac npoqyucm" ma nonyuemm HBsAg - Pichia pastoris
,I1Al-I-04!/p20(N*.vVKPM H-2203);Hans. polyniorplw Kl3'1‘— C226 (NJ MCI} I20040)
99!pHB-5] i.-’~f2\’ KM Y-292-ID): Hans. polymnrpha KET-

_ 98!pllB-56 (.\'-:V'K|’M H-2-1 I2)
16 VIIIIEOBIGI No 0.5 Mil Lanna upumllm-mm: Jxmu) 8 IlMll_\.1I-I us cumin. = Ho 0.5 Mil (o.'um u

Ilu In 1|m|}.—-“I 3-n:mum.:a.'no1 n ls'0HTI.’fiIIt:[\ (ux.'ra:1I.um).l c1'u|<:m. [lo I0
nor-m:r1m:p us:-;_::u.r1I,:|I:) c m¢(:'1],1yKIuIefi nu upmucucmno H uumpymmcn no __

_‘ cm1pm|um1mpn.u a.\my.~1uu.m [npa nncufnxnzumocm) AMIl}!l|.-I c u<o:n»u
1/‘ V ‘ nomexllulurn nu-ncv H3 xapfoua.

I‘.-’ i, Mabgqxptsika ; g i‘ B c0o'rnI:nc1‘Bxm c GICH Coo‘rac'rcm_vcr - ~_
. _ Hpu -rcmnepafiype or 2 no 8 “C n cxxnnzmnannn c Cfl 3.3.2.3332-I6. iazuopam 5' =

"

192.1. »<=r2‘<>w..-.ro-u.=.«%».c;-;‘-.-‘ = ~ I8 mane»
Ms ' "

Ha ,.—-_:. '

3i;cqJioF§\g::‘igue:. np<éA-n’a;‘;)‘z_1TP,c,‘ej)x1s1 'l‘.’_ CO0TB€‘3CTl;yéT TpL‘6m!fl !-EHHM Il7(.Tl JIC-0()l032-290916. IBM. N2' £9 " .’,[.LvH>:.:.uen:1E.A.,-’fiitonbr "J'[M"1‘[{J,.-.: 4' 1 ' V ,-"l1epeso's-ammu A.B..="



nccnnn cbmru
CEP’I'I/I<I>I/IKAT COOTBETCTBI/IH

na npogysamxo, BKAIOHEHKYIO B ewmlfi nepeqeina npoasyiilllllin
noysexcamei 065I3a‘!'¢AbH0l7l ceprmpmcannn

N9 POCC RU.<DM13.B_23479

Cpoxgefi cmnac 29.1 1.2018 no 28.11.2021
'

1 mmuyipi N2 001119.95
: ‘__ q)enepaJ1eHoro rocynapcneuuoro Sromxeraoro yqpeaxncunn "Hayuuufi uenrrp* L axcnepruzu cpenc-rn Menmnmcxoro npaueaemm" Mmmcrepcrsa sapaaooxpanenml Poccufi cxo fiwenepauun.

127051, POCCI/151, ropon Mocxna, 6-p. Herpoacxnfi ,:1. 8, crp. 2, 3; 119002, POCC1/I51, ropon Mocxsa,
nep. Cnnuen Bpaaxex, 21. 41, cTp. 1; 121002, POCCPIR, ropon Momma, nep. linormnxoa, 11.. 17139, crp. 3.
Tenecboa +74991901.818, +74992419463._.c_[>a_xc +749562_543S0. _ »

3A5{Bl/ITEM:
A0 "HTIO "MKRpOreH", Poccfl a.
Azxpec: 1 15088, r. Moéksa, yn. Ilyépoacuasl-1, 1151111. 15.
Teneqaon (495) 710-37-87, cbaxc (495) 783-88-04.

.-;»~:+-r
:=,'

’
A0 "H110 "MHxporeH",Poccu1. _ _ .-
Anpec: 614089, Hepmcxnfi xpafi, r. I'1epM§, yn. .]5pa1'c1<as1, ,z1.'177. .
I/I1-IH 7722422237. ’

" 3 non, OK 005 (OKII):‘E’ IIPOAVKLIPDI " - - . . OK 034-2014% Banuuma xoncnromno-nncjawepnfino-c1on6Hs;tt1Has ancop6HpoaaHHag(AI(1IC-a_aKLmHa), (K1-15¢ 2003) (om-U1 2) ;
cycnenzsvm mu sayrpumumermoro nnenenax; 0.5 Mn./nosa (c Kofi cepnamou)(a.-umyna) 21_2o_21_129 '

:3 0.5 Mn /1 Mn x 10 (xopoéxa /naruca xaproxman); cycnenam mm auyrpxuauuxetmoro _ P _
sseneuusl, 0.5 M11/11038 (6433 xoucepnama) (amnyna) 0.5 M11 x l0_(xo'po6xa /_l1a‘I1<3 xap'ro1m"£?(‘3iTI:{ B3A Damn’

Pemcrpauuonnoe yznocrosepel-me 110000659 01' 18.08.2101 0 (nam 3-EIMBI-lb! 24.04.2018),
nbmaunoe Mnuanpanom Poccvm.

' ‘ ' H A
Cepnm-Iufi Bh1l'1yC1(.

2:’

"'"'
‘

...-.z5_15'(1
COOTBETCTBYET TPEBOBAHHJIM HOPMATHBI-1bIXAOKYMEHTOB
JIC-000659411017, I/Iaucncm-xe M 1 ’ ‘ ‘-

7,.
"
.153,,,.

-am

CEP’I‘Pl<1>IrIKAT BHAAH I-IA OCHOEAHKH 7 _ V _ V V _ __: axra o pe:-.ym>1'a'rax anarmsa cocroasmx npomaoncraa N2 140 at 28.11.2018; npo-roxona ncnsrramm
N2 C1394/AAH/18 or 26.1 1.2018 r. I/Icnsrrarenbnoro uen-rrpa axcziept-mas Icaqecraa MGJIPIIIHHCKIIX

7
-2 "HayqHbu‘7x uemp axcnepmau cpencrn Mellulmucxoro npuueuer-mu" Mmmcrepc-rsa snpanooxpaneuna

Poccnfl cxo fid>e:.1epa1.u-In, a11ec'ra'r arcxpemrrauun per. N2 RA.RU.21<DJ'132 01‘ 29.02.2016 r.,
' anpec: 119002, POCCI/I51, ropon Moclaaa, nap. Cmsuen Bpaxcex, 11. 41', cm. 1, 3.

mm} m-u'mn.nu u-nu.-uI.'nu:unm..



tlbnnnan A0 «HIIO «Mmcporea» 3 r. Ilepmb «llepmcune H110 «Enamel»
Poccua, 6l4.089, rlepucxnii xpafi, r. flepma, yn. Bparcxu, 177

lJ.ACl]OPT.N‘:1035 01-19.11.18
Baxnmaa Koxnmmuo-nnqn-epuino-c-roafi nn-nus: a.ncop6nponanuan (AJ(,IlC—na1cuIma)

cycm.-um: om enympuuuutetmaeo ssedemw 0.5 M.-1 /daaa
Cepml I171 Cpox rozu-Iocm no 0520
11am nsmyclca 1913 _ Korm-uecrao yuaxoaox 3 cepun 1§2;1§

Auanla rrpoaeneu no HJIJIC-000659-111017. u3M. N21
N2 HBHMCHOMHHB
W.“ nomgflene fi Hopma no HJ1 Peaynvram anarmaon

I Ormcume Ormecuupyioluaa Immtocrs 6:-.noro men, xurropu Onanecunpylomax muxocn-. 6:.noro uncn
Mower Imen. ceponarufl Hm: zlunoaaruli crrrcuox. c xunvaxruu ornefiltou. npn o1'crs.nIa.mm
Flpn o'rc1'a.mzam1u paznaxuercx Ha puxnufl ocanolt 6e- pa3ne:1xe'rca I-Ia puxmm ocanou 6c.noro c
noro rum fienoro c eepomrruu mm mam-usaruu u1-reu- ncexrroaarhm crrmlxou uacm. ncnm nuc-
xou unera, ncnco nncneprupyloumflcl npu nc'rpx.u1aa- ncpmpyiotuuncx npu scrplxunauun. ll npo-
HEM, M npotzpa-myxo '5€Cl£B¢"l'I-Iyio H8J10C3.B;O'nlHyI0 JKHJ1- 3pa‘ll-|yl0 fiecuu-ruyro uuocano-myno amn-
xoc-rs men.

2 nowmnuocn: J.Io.mxna 06;-Inna-rs mmynoreuuofl u-runuocmo. o6ec- Ofi uuacrnuuynonamqola an-nnuoc1-mo,
xoxmoumun xomnoucxrr, ne-man: zannrry UT ncficrann nnqlrepufinoro u c1-oJ16- ofiecne-mam: aauurry 01-nencmu Audite-
nmlnepufluuil xounouenn, l'l8'|}lOl"0 mxcnnoa ll kcutmoumux umrpofion pufluoro H c-ronfiusnnaoro roxcnnon u re-
cmn6u:ImLm nounonelrr tmoI_:_mux uutpofioa

3 Haaneucusm o6'b¢M He uenee uouummmoro 1.0 ml
4 pH Or 6.8 no 7,4 7,12
5 Mcxaml-Iccxne uuuo-Iemu Bummue Hexauwtecnnc aluuo-icumu nomxuu UrcyT-

'
Bnnuuuc ucxlfluqecxue IIUl’I0|t£H|ll Urey?-

cnonan. crayurr
6 rlpoxonuuocrb -(apes cygnenzmx npenapzm. ofipazyrouxucn npu ac-rpaxuaa- C)'Cl1cl1Jl-DI npcuapm, ofipasynomucu npu

nrny ' mm, nonnma cnofionno npoxomrrs I umpuu -aepe-3 nr- ncrpaxnnamm. caoéonuo npoxomrr I
gr )1‘: 08x40 umpuu up:-3 nrny N2 08x40

7 Bpeml Cycnen-zzmi npenapam, oépnayromuca npn n»:rrpnxH3a- Cycneusna npenapan, ofipaaynouwtcx npu
ccmruemuuuonuoh mm, He nomkua normocruo paccnnunarsc: n “re-mun: act-pxxnsmum. nolmocnno we paec.rsauue-r-
ycroll-1§_not.-nl 2.5 mm ca 3 'neHem!a_2_,5 mm

3 C1'epIun.no<.-rs Homxna fibrn. creprunmon C-repmuuu
9 Anouanulu Toxcn-mocn. Ilonama Earn. neroxculmoit Hemxcn-ma
lo Crlelmmnecna Ilomxm 6am Eeaonacuofl Eesonacna

Gmunncuocra
ll Cneunajauuecnn ax1-nn- flonxun odnamm. umuynoneunoll urrnnuocruo H 00- Ofi nauuerHuuynoreuuoi urrnallocrblo M

uocrs: l!.Cp)|(a"l'|> B 1 Mn He Hence 8 ME Itolunonmoro xouno- coneptm u I an
xonunomuuli xounosmrr, Hem-a (muumu npeneu noneplrrenbuoro umepnana L113 ME xoxmouznom xounoneurra
and:-repnflnufi xounonem (P=-0,95) He Meme 4 MI-Emu), 60 ME nuqmpnanoro $1 ME'.an¢rrepuunoro auxmxcnua
c'ron6Immufi xounouem Iuzroxcuna 11 I20 ME c'roJ16mImom as-nrruxcmla 34,; ME \. fiusmuoro maroxcuua

12 flonmzm copfimmz B 1 ml nnzlocauo-moi xmnxocm concpamme
nnqmpuflusr fixounonenr. Heancopmpoaauuoro zmdrrepumaoro ana-roxcunn He- Mcneei Lt7u.n
c'|'0!l5llfl‘ll-ION) xounouem IIOJDKHO npesumm 1 Li‘. ucancopfiupoasmuoro cmn6- ueuee 0.1 ECI~u1

our-more than - 0.] EC
I3 Oopnunsnernn He Gone: I00 MK!‘/MJI 60 um-iwl
I4 Tnoucpcan Or 85 no 115 mcrhm |05.7 uxrlun
15 Avuouuulu ranpoxcun I-Ie fionee 1,1 Ml‘/MJI (n nepec-zen: an nuuoum-Iufi AI”) 0,87 mm
15 flpouaaoncrsenuue Cozynebaclerium diphrlreriae RW-8 (Massachusetts) Corynebacterlum diphtheriae RW—-5 (Massa-

unauuu N28000l3; Clam-idium mam‘ N947] (Copenhagen), chusem) N-2800013; Claulridhun mam‘ N;-471
M228; Bordelella pertussis N238, N239, H2267, H1305. (Copenhagen). N2fl 8;Borderefl apermssi:
N;-312, H9475, .N'27O3. Bnpynemuufi unamm Dill xon- Ns39.Ne267, N2305,N9475, N'97O3. BHp'y-
112011: muuynoreunocna KOKJIIOIUHUFO KOMl'l0fl €H'|'I-3 Ilfllffllblfl llJ'|'fl.HM JU1-I KOH'l'p0.lIl llMM'y|lOl'¢H-
Borden.-Ila permub N218323. uocrn: Bardctcllapa-mush N21 8323

17 Ynuonn flpcnupwr c xoucepnan-run no 0.5 ml (1 npunuao-mu flpenapcr c rouccpnrrmu no I W! (2 mm-
noaa) mm I an (2 npnnnno-mu: man) 3 mnyne. l‘Ipu11a-
ptr 6:3 Imuce, In no 0.5 mu (1 npnnnw-mu now) I
unmyne. I10 10 an-myu c uucrpynmcil no npuveucmuo,
cxapmpuxaropou annynmuu n xopo6ue (naquc) in tap-
tuua. Flpu ynaxosxe amtyn. HMCIOIIIHX IOIIBLLD nzutoma
mu: 1'0-(Ky am: ncxpurux. cxnpudiuxnop aulrynmufi uc
BKZIRRNIMIOT.

mac-mac noun) 3 aunyne.
no 10 nnmyn c uucrpyxuueii no npuuem:-
mm 3 xopofixe H3 xapmaa Aunynu c
Konuuom nanoma.

B comnercmm c H11 Coaracrcrsyer I-U1
Flpn Temncparrypc ow 2 no 8°C 3 codraercnnm c CI‘! 3.3 2.3332-16. xpsmm._u uenoc-rynuou mu Ac-
refi uecm. 3aMOL:Knnumc He nonycxmrru

13 Meclueu

/flynxmeaa E..A./
/Ilepeaoauuxon A.B./

- H1! 1121 coo1'ne'rc'rayer wpeéosanmm HI! JIC-000659-1 l 1017, um. N2!

~”;IIIuan3_"_“"
""‘I,\Ivuuiusrmmn-mum»

_____|3\I_JnIImsI--. ,--—_.__“.\:IHnuu|
IIIIIIIunu:,g"|":_:it_“I('IINI[)1H'|_\ »

.ln_m! Srlggk



CEPTI/I<I>I/[KAT COOTBETCTBI/I51" 1; 0 .2
Ha n'p_¢_Ay1cmuo, mauouennym n eAmu.u“: nepeqexfna npogykfltmf,

nouxebxamefi o6a3a're.u-noii cep1'mpm<amm

. ‘N9 POCC RU C-RU.<1>M08.A.00046/18

_ V ‘- 2, Cpoxgefxcrnmxc 26.12.2018 no

.OPl‘AHIIO'.CE1"TI/ICDIIIKALII/Ilrl N9 ooe7-470
J RA.RU. llCDMO8 OFF-1H I70 CEPTl1d>HKALIPfl ’II7PO,£I1/KL]!/ll’! OBLZIECTB0 C OFPAHW-IEHHOH —

7
$24 0TBETCTBEHH_0CTbl0 v"OKP1/}AKHOl7 LIEHTP KOHTPO./7}] KA‘-IECTBA ", adpec opaarm3a_mm:_ 115.280, 2. Mocxsa, yxr.

' Macnlepxaua, O.‘ -I. am." 5, nwu. I," K_a.1_r.’ 1, adpec apéana no cepInz4([mKazmu.' ll528_'0,—P_0CCI’!'fl, 20[J00 MDCKGU. yJ!.

%f;A4ac.+n'ep;.-oaa,
a. 4, am. 5.. m‘,:Ti(49:)73a-02-38.. ¢axc..- (495)675_-4_7-‘89

| _. />10 T'Hl70 "Mmcpoaeu?’,' ' "
A A

— "
H

’ . _' ~, _
I _'lA'h'_-ll'1T.'7.7v’22-122237,.4()pecl.i1150598, 2. MocKaa,y;:.,£Z)r6paacKaJ1 '_l-8. Orgrd. I5. TeJ1_eqb'ou/(]2a«c.f8(425)790-77-73/790-79-56
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IIACIIOPT N2 Q
Hanmenoaal-me npozwxuuu no HJI: Bllkullflfl my6epK_y.'1e:ma.fl (E1136)

Cepwl: C 112

Konmecrao 1724 ynarcoaxn

zruadmvusain (Ian npuzomaanen
Baxutma dim npoqbzwaxmuku my6L-prqy.-resa

Ilara nu nycxa IS! [8

Cpox ronuocru no I] 20

Idcnbrrauus (auannzu) nponenenu no t‘DCfl JIC-000574-250117, u:m.l,2,3

an cycneusuu om: euympwcoarcuoao seedeuwi 0,05 Ma/6030

Ne Haumeuoaarme Tpefiosaum H0pMaTHfi HOH
W." noxaaammm noxymemamm

Peaynnaru ncrmrranmfi

I 2 3 4
l. Onucanm: l"IopHc'ran Macca, nopouucoofipasnast mm B sune Tomcofi flopucraa Macca, nopounco—06pa3Haa

~ aaxypaofi 1a6ne11-:31 6e.noro mm csemo-xcentoro unera, mm 3 anne -ron-ncon axtypflofi 'ra6ne1'-
nerxo omenmoumaca npn BC'l'p5IXI«lBaHHH or 115:: aMny- KH 6e.noro unem. ncnco o-r,r1emno-
nu. I"urpoc1<onuIma. maxca npn acrpsxnsauuu 01‘ Ma

am nym. Furpocxonu-ma.
flpn MMKPOCKOHHH Ma3KOB, oxpameunux no Ll,H.mo- Mmcpockonmcz okpaggel-mggg 3 mac-

2. flonmnmoc-n. Hunsceay, nomlcnu onpe,-1emrn>ca oxpamermue B xpac- Hblfi gser xncJ1o'royc1-ofi-aggme na-
Hbifi uBeT (kucnomycronnunue) Tomcue, npsmhle mm not-um, He ofigasmgne cngp n Kan-
cnerxa usornyrue nano-um Manon 1-4 mm :1 umpnnofi gyg 4*
0,3-0,5 mm. ‘IECTO c He6om.umMn nanyrmmu Ha K01-l~ Xapalrrep poem ‘rnnu-mum
uax, He ofipaayromue cnop H xancyn.
Flpu nocene saxumm Ha nnomyro cpeny Jleaenun~etiHa-

, Flenceua uepes 28-30 cyr mncyfi aumanpn 1-camepmype
E (37i I) “C Ha noaepxnocm cpenb: nomxnu aupacran.

xapamepnme mepoxoname nnomme xonomm 01 0,5 :10
8,0 MM 3 .uHaMe1pe ncenmaamro usem c TOHKHMM He-
DOBHBIMH’ Kpasmvl.

3. BPCMSI socc'raHoa- He 6onee l MM}-I. B TCHCHHE 1 MHH.
nouns! npenapara

4. l'Ipo3pa-1 nocn. u Boccmnonncnuan nakunna nomxfla HMCTI: mm rpy6o- Bocc-ranoancnnas naxuyma um-.e'r
use-ruocn. pacrao- nucnepcuofi cycnemnn Genom e cepoaatum mm 7a<cn— nun rpy6o1.mcnepcuofi cycncuavm
pa TOBaT'l>lM orremcom uaera, 6e: nocropouunx manoue- Genoro c CEQDBBTBIM o1*1'cmcoM

mm. users, 6e: noc-ropourmx anemone-
Him.

5. Oémee conepx<a- l'lm<a3a1eJu. omnqecxoil ILHOTHOCTII BHKHHHH, panne-
nne fianepnm nenuon no conepzkarmsu 1,0 Ml‘ Mmcpofi nuxxnerox BLDK 0,34-0,36

a I MJ'l pacrnopwrena, nomxeu Gun. 3 npenenax 0.34 :t
0,04

6. Jlucnepcuocn floxaaarenb zmcnepcnocm nonnceu 65m. He Hume l,S 1,6-1,8

7. Hmepn B Macce
He 60”” 5 %

2,24%
npu sucymnaamm

8. l‘epMe'm-moc'n. Amnynu nomxnax Gbrn. repmem-mu (raaoaasl cpena 9 Coo'rne'rc113yc1'
(salcyym) an nynax nomxua naaan. 6.nc.I1Ho-ro.ny6oe rum po3ono-

‘ r‘oJ1v6oe CBEHCHHC)
9. Grey-rcraue noc'ro- flocropounaa Mmcpodmopa (5aI<T€pHH, l"pH5bl)1IOJDKHa nocwopommn Muxpo¢mopa(6at<1'e-

poumrx Gmcrepun H orcyrcmoaan 3a ucxmo-leunem Mm<o6axrepMH BLD!-C pm: 11 rpH6u)o'rcyrc1'sye1'
rpn6o3

IO. Anomanbuas 'rox— flomxua 6511:. Heroxcmmofl Coo'rBe1'c'raye'r
cw: Hocn.

1 l. Cneumbuuecxan BaKLuma He nomlcaa conepn<a'r1. anpynenmmx Mm<o6ax-
fieaonacuocn. ‘repufi _ ‘

I2. Cneuuqlwlecucaa OT I0 110 20 MJ'lH. xcnanecnocoénux IUICTOK BLDK B I .‘ _
amnauocn Mmcofi arcrepu flBLDK 3*

‘ _ W.D . .

13. TcpMoc'ra6um.- Ilomima Gm-1. Tepmocrafinnsnon. sr
I4. np0H3B0l.lCTB€H- Baxummhm umaMM Bl.DK—Mycobac!erium -G c' °> °

Hun urramm cy6u.rraMM BCG-I (Russia), nenounpoaan 3 Focy -
CTBEHHOH KOJ1J1CKLU‘lH HHTOFCIIHHX Mlfl \'p00pI‘3HH3

€
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IIACHOPT N2 609 01‘ 03.04.19
Ha aauuuny npomue Kpacuyxu Iq/mamypamanyto xruayw, nuodmnuaam dnn

npueomoaneuun pacmeopa 611:1 nodrroxa-toeo eaedeuun
Homep cepnu (napnm) M25

Konw-lecrao 1103 B amnyne 1
Konw-tecrno na-nex 3 cepmn 2777
,IIa'ra aunycxa l1pO1IyKl.1HH 02-19

I
CpOK ronHoc'rH no 02-21

I/Icnbwaunn flpOB8l1eHbl no <DCl'I JI1'I~000463—28I2 I6, H3M.NeI
Buonorn-aecxne n qmzmco-xumn-aecxne noxaaarenu

N2 nlni Hamnenoaanue noxaaareuefl Tpcfioaamm Hopmanuallofi noxy.-ucnraunn ‘Peaynnrran: ncnsrrauuii

1 J
Iluodmnnaar - onnoponnaa nopncrasl Macca c3eTno-

‘ ncemoro I.1ne1a, nonycxacrca posoaawonufi orreuox.
Ormcax-me rH|'P°°K°"*‘|""3 _ Coomeemcmeyem

BOCCTaHOBJl€l-lfl bl finpenapar - npospatu-Ian ')KHI1KOC'I'b
poaoaoro uaera

2 l'lo.w1HHuoc'rb ' Ilomxeu conepman aupyc Kpacuyxu Codeparcum
Ilomxen pacrnopnncx a T€‘{6HHC 3 MM}! npn sueceuma3 Bpem pacrnopeuun B mnyfl y0,5Mn Rom“ mm Hmmxmm

- Coomsemcmsyem 1

4 pH pacmopa OT 7,0 no 8,0 7,8
llomsrcu cooracrcraoaan Tpefionarxuam npn onpcnenenuu

5 M°xa"""‘°CK“° BKm°"e""" aunnuux uacrmx. He éonee 23 Mexnm-mccxux nxnloqemm B 5 Coomsemcmsyem
amnyrmx nepaofi Bbl50[Jl<fl 14 He 603cc 52 ucxallmccxux

nxmoqcuun 3 I0 aunynax ncpsofi H nropofl nufiopxu cy.\mapno

1'Io're n 3 Macce H6 p rip He Gonee 2,0 % 0,5Bhzcyxuunal-mu, /n

7 C'repHm.Hocn. He nomxeu CO£l€p)iK3Tb Gazcrepufi H rpufion He codepavcum

8 Auomanmaa TCIKCPl'-iHOCTb
'

Ilomlcen-1 65:11. Henoxcwmslm Hemarccuueu

npnisnaoauaa nosa Baxuuau (0,5 Mn) nomxna cozlepaxan»

9 Cneuuqnnaecxaa He MeHee I000 ncaneaux LlH"I'0l1aTOI‘eHHblX nos (TLLIISO ) 37150ax-mauocnu T111150 I 0,5Mn Bnpyca Kpacnyxu (He Meuee 3,0 lg TLUI50 /0,5MI1)

c'ra'r tn-roe no nu c'raoI0 0 0 ‘" e He 6oJ1ce 50 Hr B om-Iofi rrpunuaotmoii nose aaxuunu M81188 1,2BCA, Hr‘/11038

Jlomacen fiun. TCpMOC'l'a6PlJIbHhlM. llonycxaerca
I l T€pMOCTa5l‘l.TlbHOCTb cumxeune cpennefi reoMc1'pw|ec1<ofi aennunum mrpa Tepuocmafiu.-wen

snpyca nocne nporpeaarma He 6onee HEM Ha omm lg
'

Flo I 11032 naxumm n amnyne. 110 I0 amnyn c aakuuuofi 13 Ho 1 dose saxmmu 612 Vnaxomca ., H mnaqxc M3 Icaprona amecwe c uncmykunen no nppmeueumo 0v'W0”'¢'- f’ ¢W.V" 0
H BKIHIIIHIIICM c I-lOMCp0M yxna.-'l~unca “"“4“”"“ 5 "‘""“’ "3

I10 3aKa3y norpefimema B03M0)KHa KOM|'UlElfl‘ZlLlH}I Bolton xfi{:::;:x::::;":;c
mm mmexunfi a C00’l'B€TCTByl0u.LHX xommecraax npuMe,“,,_.M; u m_.,w,h,m,_" C

HDMPPOM yK.':a()~nma

13 1' Maprcupoaxa B COOTBCTGTBHH c ¢DCl'I em _ cmayem
' 1- '<« v

Xpaflfl me
B coornercmnu c CI‘!

3.3.2.3332-16
man

so \ "I/,_,é3,‘,mBe’ emTeuneparype 01' 2 no 8 C _. 44,. _ Q o.,,_ -o.,,_ >
" * _ia..1x Q 0 ' .~ «»,_., ha 0npq} pacnyxu Kynnypanm-Ian manna, J'mod)m'm3a'r an r0I"C2a,g1’er_u£«I.zr:p‘£ur; mm

o>1<HortTB ml cepvm N2 M25 coo'rBe'rcTBye1' 60331;; 4 (WI, 9000463; 16,
Q, :._ '4, _>‘,,»—' _
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