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HACHOPT N2 012-16

nzncuuuu rena-run B pexomfiunamuoii npoxaaenoii

Ccpux N2 193-0516 l(otrrpo:mn.tfi N2 OBTK 5111

Cpouc mmlocm no 05.2020 Kommccmo ynaxonox Z§_(s_l_Z
Koxrrpom nammxm rcnanna B pexoufiuuanxnxofi xxpomxcnofx ocytnccmncu u

c00TaeTc1’Bml c QDCH P 11000738/OI -19] I07. naucnctnmuu GJCH N2 1,2.

,I[a1'a»po3nuna 14.04.2016

KOHTPOJIL BAKIIHHLI

TECTLI CIIEQHQWIKAIII/U! PE3YJ1bTATlsI
Onucannc Pomona:-n-Ian cycnemuu Gcnoro c Fomorclmasl cycneuam Gcnom

ccpoaa-mu m-mmcou u.ac'ra. 6:3 uncra, 6c: aunnmux nocropouuux
mu1HMHx nocropommx nxmouenufi, pozmuunouxancn npn

‘

sx<mo-acmafi, pamcnsnomancn npu cmumm na Sccuncmyuo
trrosumu ua Gecnuxcmyno npmpa-myro mmxocn. M psrxnariu
npmpaquyro xcuwcoc.-rs n parxnuii ocanox Senaro c ccponmzm
ocanox Gcnoro c ceponmlm o1'rcm:oM wscm, ncrxo
onemcou uaera, nenco pa,-xfiunaloumficn npu am-pnxunanmxx
paaél-Inalomniicu npu
ncrpzxuaamm

Ilounmmocn. flpennpsrr noxuxcn cogepmau. Hpcnapar concpxcsrr HBsAg
HBsAg . cyfrmnu ayw u adw
Cozxepacanmc ocnmmoro Mououcpa
c Monclcymplmfi Mnccofi 24000 3; 97,7 %
1000 1121 M ero mmcpa uc mnnmo
6M'l'|‘> Mem.mc'9S %

jmcnepcnocn. Cycncuzma naxuuma, Cycncmms nmuuum, ofipnzyromaucxr
ofipaaylomaacn npu npn ncmxxnnaluuu, uc
ucrpnxunamm. no xzomoma paccnnunncrcn u Tcucnmc 5 mm as
paccxmunancu 3 we-Icrmc 5 mm H cao6omm npoxonwr u umpuu |4cpc3
nomxua cao6o1mo npoxomrn» a nanny N: 0840
umpnu ucpc1. nrny Na 0840 _

Ilocropommc }.Iom:<In.: orcyuzrnonan. Tlocmpomuu: memo-«cum:
memo-Iemm . ‘ orcynzmysm‘

pl] *
01' 6,4 no 7,4 7,]

Hommnm.m,fi i Hc ucuce LO Mn (mpocnaa 11031:; L] Mn

061.1.-.s:_ l napocnau non mm 2 ncwxmc J,
~

Jloam) A,‘
llc Mcucc 0,5 MI1(1l¢1‘CKmI Anna}

i ; 5J?!1,,

n;mumuun--
«\':uiuual

ImlnunnhinlugicnI
('ump:m_\' n

Joint Slack
('ump;m_\'



,Z[EK.JIAPAI.’l;[/I51 0 COOTBETCTBI/II/I
/IEKJIAPAHT, IIPI/II-II/IMAIOIIII/Ifi IIEICJIAPAIIHIO O COOTBETCTBHFI
A0 "EH70 ”M'uKpo2eu"
Caeaeuwz o pezucmpauuu op2aHu3a1;uz1.' Mes/cpafzazmasz uncnercz;w1 (De()epanbHofl uwzozoaoii c1zya1c6z:z M7 46 no
2. Mocrcee 01.12.2017, OI‘PH 51 77746277924, Oama npucaoeuwz OFPH 01.12.201 7.
Abpecs 115088, 2. Momma, y1z. ,Jy6poac1ca:z 1-fl, 00116. 15. Telzeqbon/qfiaxcr 8(495)790-77-73/783-88-04
B 1mz;e: Fenepanbmzzzi dupexmop 1"az‘1'&au1 K.A.
floaeperxrtoe 1111210: Ocmpoymoea E.B., ¢)oaepe1mocmb N? 72 om 05.12.20172.

3A5IBJI5IET, ‘ITO
nercapcmeermoe cpeacmao: Pacmeopumanb 01111 Kopeeofl , napomumuofa, napomumno-xapesozi aam;u11
Icy/zrnnypaztwibzx alcueauc, pacmeopumema 011:1 aazcuzm 0.5 M}! , amnymaz (10), nazncu xapmoynbze, 011;: 1zer¢e6no-
npoq1m1zc?xnzz1qecmLx yupeolcfleuufi, P1/N9 P N003160/01 am 29. 01.2009 (dama 3(IMeHbl 14.05.2018), cepwi
M117, napmwz 4039 ynazcoeozc, 200211 50 01.11.2021, npozseabcmea A0 "H110 ”Mu1cpo2eH", Poccwz, HHH
7722422237, 115088, 2. Mocu-ea, y11. ,l(y6poac1cwz 1-1:, 06110. 15 K06 OKIZZIZ 21.20.23.190

COOTBETCTBYET TPEBOBAHH}l'_M
P N003160/01-180310 21302. M1 1-5
ZIEKJIAPAIII/I51 IIPPH-DITA HA OCHOBAHHI/I
nacnopm npouaeobumwuz MI 431 am 10.01.2019, Cepmugbzncam coomeemcmewz cucmembz Meuedalczweuma
xatzecmaa 3 Cucmeme c)a6poeo1zbuo17cepmugbuxauuu FOCT P M0 POCC RUHd—'>99.1<'00028, cpok Oefl crncmsc
12.12.2018 2. do 12.12.2021 2., 000 "01cpy9/cuozi yemnp xoumpozzsz Kauecmea", Poccwz, 115280, 2. Mocrcaa,
ya. Macmeprcoea, 6. 4, am. 5, nom. 1, ROM. 1

,ZlATA IIPIIIHIITI/I51 ILEKJIAPAIIPIH 21.01.2019
,Z[EKJIAPA1[I/I}I,1IEfiCTBI7ITE.J1‘hHA 0 01.11.2021
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OPFAH IIO CTf1"wTYI<DI?IKA]IP[I/I, 3APEI"HCTPI/IPOBABIIIHK ,l[EICJIAPAIII/IIO
R/LRU. 11 (DM08 OPFAHI10 CEPT1’/Id>PII{AL(1'JI4'I1P0,ZI]/KIIPIP1 OBLLIECTBO C 01’PAHH'9EHH0I71'
OTBETCTBEHHOCTJSIO "0I(PV}I<'H0I71 LIEHTP KOHTPO./I}I RA’-IECTBA ",
abpec op2a11z13az;uu.' 115280. 2. Maczcea, y./z. Macmeprcoea, 0. 4, am. 5, nom. 1, KOM. 1, adpec opzana no

caz'1m: ozpcx-.p1]7.
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Homep cepnn (napnm)

A0 "HIIO ";\l1ncpu.>.w:" ;\IucKum'xoe rl(H}pd‘3!}(’.‘Ie‘Illé€ no npr)LI24=m0cm:.j_v 6uA'nz;'/)1/i::m:x npmupmr-10/1
Poccun. 115088. a.Mocxea, yn. 1-n ,L7y6poecxa;v, Gene. 15

IIACIIOPT N9 431 01" 10.01.19
Ha pacmeopumenb dim Kopeeofi , napomumuofi, napamumuo-Kopeeofi aaxuun

M117

Konnqecrrao 1103 B amnyne 1

Konuqecrso nalxex B cepma 4039.

Jlara sbmycxa nponyxunn 11-18

kynbmypanbmsrx xcueux

Cpox FOLIHOCTM no 1 1-21
I/Icnbnamax nponeneubx no <DCl'I N2 P N003 160/01-180310, n3M.N21, H3M.N22, u3M.N23, n3M..N'24, H3M.N2S

Bl‘l0Jl0l"ll‘-ICCKIIE ll CIJHSIIKO-X}IMIl‘l8CKIl€ noKa3a're:m

N2 nln 1-lanmenonauue noxasarenefi Tpefionanua nopmanumoii nolcymeurauml Peaynvrarbx ncnbnamm
I

1 Ormcalme Ilpoapaxmax 6ec1me'rHaa >xum<oc'ra Coomeemcmeyem

Harpxm-mama oxpaumaaerca 3 x'<e;rn.m user
2 HOAHHHHOCTL Xnopunhl-nonoxclrrensnax peaxuml Coomeemcmsyem

<I>ocd)a'ru - xapaxcrepnaa peaxumr no may B

3 Hpoapaquocrb l'Ipenapa1' nomxeu 5bl'I'b npozpaqubm Hpospatmwi

4 LLBCTHOCTB Hpenapar nomxen 65m. Gecunemum Becuaemnm?

5 pH OT 6,3 no 7,3 6,5

Bmmmue qac1'mn.1
nonxcen coo'n3e'rc'r3oBa'rs 'rpe6oaaHHxM P11 42-50]-98 Coomgemcmeyem

6 M
Hesnmlmue qacnluu

exaflmecme Bxmoqemm B ozuion amnync cpezmee ‘mono wacmu pa3MepoM
10 MKM M Gonee He nomnmo npeaumau 6000, a Coomeemcmayem

cpenuee ‘mono qacmu pasauepom 25 MKM n Gonee He
nomxuo npeabnuarb 600.

7 Id33ne1<aeMx.u'x O6'b€M, MII He MCHEC 1-xomnuamn-xoro 0,6

8 CT6pIdJ1hHOCTb I'lpenapa'r 1.Lom1<eH 61.171. crepnnbnbxm Cmepwumbni

9 Auomammax Toxcwmocrb l'lpenapa1' nomxeu 65m» Heroxcmmuu Hernoxcwmufi

IT CZICJIBHOC cone xcarme fialcre nanmux10 Baxrrepnamuue aruloroxcuuu ‘QMOTOKCHHOB file Gonee 0,2? E3/Mn Menee 0,03

11 Konmecrnesmoe onpenencunc
1. xnopmm, Mr/Mn or 8,0 no 9,0 MI‘/MI] (3 nepecuewe Ha HaTpHfl xnopnn) 8,6
2. cym,¢a1'—uoH, Ml‘/M.1 01' 0,09 no 0,11 Mr 23 1 MI! 0,09

. . H ena a'r He once» co e >xa'n. nonoa12 UDKBJILIC Merannhl P P A J A P He codeparcumrmxesmx Meta.-rmoa

Ho 0 5 Mn HIIH10 Mn B aMn no. 11010 axvm II B ”"0'5“”"‘"""""’ '7" m‘“"""”
13 'ynaKoBKa ’ ’ y y na-rm: us A-apmrma c

I18‘lKC H3 KKPTOHK BMECTB C IdHCT‘pyKllHBfi U0 uucmpykquefi no npwuem.-umo u
npsmenemno H axnanumem c HOMcpOM yx.na,r1-mxa ‘““"’“"""“"“‘“’P"*‘Y““"""“'

14 Maplmponxa B coo1‘15e'rc1'mm c CDCII Coomeemcmsyem

B COOTBCTCTBHPI c <I>Cl'I n H remne a e 01' 2 o15 Xpauermc 25°C He 3aM%pa)K"BaEI_Typ H Coomeemcmeyem
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Homep cepun (napmn)

llara abxnycxa nponyxuvm

A0 ”HI10 ".»iI1mpn.2en " .-\Io¢':<or;c/me’ ntI()pcI3«)c.-zenuu rm l!p(1lI.';f'»‘l}()L‘II16}’(;(lKl7l€[m£}Ilb(,X‘ npeuaparnur;
Poccun. 115088, 2.MocKaa, yn. 1«sI,£Iy5poecKasL dené. 15

IIACIIOPT N2 383 01" 11.12.18
Ha eaxuuny napomumnyw Kynbmypanbuyro urueyto, nuocbunuaam 611:1

npueomoenemm pacmaopa am: noaxoxcuoeo eeedenun
M0636

Kommecrao 1103 a amnyne I

Konvmecnso nauexc 3 cepnn 2864

11-18
I

Cpox ronuocrn no 1 1-20
I/lcnbrrax-ms: nposenenu no CDCH N2 P N0O0262/01-200217, u3M..NZ91

Bnonornqecxme H qmsmco-xumu-Iecxne nolcazatenn
N2 nln Harmenoaauue noxazareneii Tpefioaamm uopmarmsuoii noxymemaumu Pc3y.ru.'ra'ru ucnunaum“:

J1uo¢m:m3a1' - ozmoponaan nopncraa Macca or
xcexrrosaroro no pozoaaworo msera, rnrpocxonutma .,1 Onncamae Coameemc/nsyemBoccrauoaneunufi npenapar - rxpoapaquax )l(H11l\'OCTb

posoaoro mzera

2 1'Io1mnHHocib flomxefl conepmarb Bupyc naporma Coaepavcum

,, Ilomxeu pacTnopsm.cs 3 reuenne 3 Ml/1H npn snecemm3 Bpem pacnzopenux _ Coomeemcmeyem3 awmyny 0,5 Mn pac1 aopwrena Ha no3y

Llomxcen cooraercrsoaan Tpefioaammm npu
onpenencmm mulumbrx qacmu. He Gonec 23

4 Mexaunqecme mcmotxenmr Mexafl mecmxBxnmqeflflfi 3 5 amnymx nepgofi Coomsemcmayem
aufiopnm 14 He 60:16: 52 Mexanmecxux axmouennfi 3

10 amnynax nepnofi u arropofi Isu6opKu cymwapuo

5 pH OT 7,2 no 7,8 7,6

l'Io'repx B Macce npu6 H e ° 0,8aucyumnanmd, % 6 Gone 2'0 /"

7 C'l'CpPIJ1bHOCTb He nomxeu C0116p>KaTb Gaxrrepnfi H rpnéos He caoepa/cum

8 Auomanwaa TOKCW-IHOCTB ,I1omxcn 61.175 Herroxcwmbxm Hemokcuueu

Flpnansotmax ;xo3a (0 5 Mn) nomxua concpxcarb HeCne u w: xa arrnsuocn. ’
9 “S330 Selim fl ’ Mexico 20 000 TKBHCBE-IX us-rronarorenuux nos (T111150) 436500

“HI ’ ' anpyca naporwra (He Mex-xee 4,3 lg T111150/0,5 Mn)
10 Ocrnrowoc Ko.-'m~Icc'rao BCA, U _Hr/,m3¢ He 6o.nee 50 H!‘ B OJIHOH npnamsoquon nose aaxuuum 6,8

llomkeu 61.111. TBpMOCTa51dJlbHblM. Ilonycxaerca

I I T 6
cumlcerme cpezuiefi reoMe1'pmec1<oi7I ncnwmnu

T 6ePM°°Ta "'m”'°°T” TMTpa supyca n oépatsuax BaK11HHbI nocne ep’“°c'"" Me"
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IDFBY “CDHVlLl.3M VIM. H.<D. Famanem” Mvlnanpaaa Poccvm
(cbmman "Me.nraMan" CDFBY “CDHVlU,3M MM. H.(D. Famanen” Mmnanpaaa Poccmn)

5098 Mocxaa, yn.FaManem. 18 Ten. (499) 1533-30-50, (499) 190-44-59, ct:»aKc: (499) 190-66-71
l'lACl'lOPT 654

BAKUMHA TYEEPKYI1 ESHASI (BLDK), nuo¢Mnn3a'r
Ann npvuroroaneunsa cycnen-«sum nnn anyrpmzoxuoro aaenerma SO MK!’/11033

Zepvm N9 539 Cpox ronnocm no 06.20

iourponbubm HOMGD 3170 Ilara abunycxa 05.18

)6beM cepma 1955 ynaxosox llara nsroroanenusa 05.18

’acn3opvn'enb — p—p NaC| 0.9%. cepm M 682

manna Bbll1OIIHeH no P N0O1969/O1-310308. mam. N9 1.2.3.4,5,6,7.

J9 Havmenoaanne Tpeéoaarmn no H11 Peaynbram Komponsa OBTK
in noxaaatenefi

1 Onvlcauvne ‘ flopucras: Macca, nopowxooépaauaa mnm 3 avme 1om<ou7x axypuofi Tonnan axzypuasa 1a6nen<a
ra5nen<m 6enoro mm Kpemosoro uaera. Fmrpocxonwma. xpemoaoro uaera. Fmrpocxonwma.

2 n0AnVIHHOCTb 2.1. Flpvu Mmxpocxonupoaaumm Maaxoe. OKDBLIIGHHBIX no Llwuo— . 2.1. I'|pm MVIKDOCKOHVIDOBEHMM
2.1 .Mvu<pocKonvmecK»W HVU'IbCeHy,110fl )KHblonpenenmbcs oxpawesmble B KpaCHbII71 user Maaxoa. oxpauseuabax no unmo-
2.2.Kynb1ypanbHbn7« (KVlCn0TOyCTOI71'4|v1BbIe) tomme, npnmbue vmm cnerxa nsornyme HmnbceHy.onpe).1enmorcsI

nanotmm nnmnovn 1-4 MKM M mmpmuofi 0.3-0.5 Mm, qacro c oxpamer-mane B l<paCHbIl7! use:
He501'lbLlMMl/I azmymsmn Ha Konuax, He oépaaynoume cnop IA xancyn. :<mcnoro- ycrofiunaune) romme.
2.2.F1pvn noceae BaKLlV1Hb| Ha nnomyno cpeny fleseHu:re:71Ha- npmbse mm cnerxa vnaoruyme
|7leHceHa uepea 28-30 cywox mm<y6aum«1 npn Iemneparype (37-+1) QC nanoukn nnvmofi 1-4 MKM M umpvmofi
Ha nosepxnocm cpenbu nonxnu abrpacran; xapaxrepnue 0.3-0.5 MKM. qacvo c He60flbLlMMM
mepoxoaarue l'|J10THbIe KOFIOHVM or 0.5 110 8.0 MM 5 mnamerpe, sanymnmm Ha Kouuax, He
xemoaaroro uaera c TOHKMMM Hep0BHblM|/I Kpasmn. ofipaayloume cnop w Kancyn. 2.2.|'lpm

nocese BaKLlV1Hbl Ha nnomyuo cpeny
neaenwrefiua-Ihenceua uepea 28-30
cyrox mmcyéaumm npm remneparype
(37+1) “C Ha noaepxuocm cpenbn
abnpocnm xapaxrepume mepoxosame
|'U'|0THb|e nconouvwl 01 0,5 no 8.0 MM 3
£MaMeTpe. >Ken1oaa'roro uaera c
ronmmvn HepO8HblMI/I Kpavmvu.

3 Bpemn pacraopeuvm B pacmope Harpnsi xnopnna 0.9% .qonxHa pacTeopm'bcn 3 PaCTBOD$|eTCR a pactaope HaTpM$|
reqeume 1 MuH.,[1onycKaeTc5z Hanwme xnonbea, paadmsanoumxca xnopvma 0.9% e Teuerme 1 MMH c
npn 3-4 xpan-«om nepememnaamnm c nomouumo umpvlua. oépaaoaarmem paauouepnofi cmecvn.

4 npO3Da'-IHOCTQ: H B pacraope Hafpna xnopvula 0.9% rpyfionmcnepcuasl cycneuavm B pact aope Hatpvm xnopuna 0.9%
uBeTHOCTb pacraopa Senasa C cepoaarum OTTEHKOM. r'py6o,cw1cnepcHas1 cycnenavm éenan

c cepoaamm ones-mom.
5 O6u1ee conepxaune 0.5 Ml‘/aMn 0,5 Mr/amn

Gaxrepmfi
5 flmcnepcuocrb He Hmxe 1.5 1.782

Florepsa a Macce npvu He 6onee 5% 3,57%
abucyumaanvm

3 Fepmemunocn. (Ann Amnynba ,L\0Il)KHb| 5bl1b |'epMeTV|'~lHbI -
amnyn aanam-mblx non
aaKyyMoM)

9 OTCVTCTBVIB flocropou-msm Mvmpoqanopa nonxua orcyrcrsoaan». Flocropormsm Mvmpocpnopa
"'°CT°P°HHe|7| orcyrcrayev
Munpoqanopbl

10 Ar-nomamanan Baxuvma nonxua 65:15 Heroxcm-ma. yma Hewoxcvnma
'roKcvwHoc'rb (‘L18 O

11 Cneuwobmuecxaa F|penapaT nonxen 6bl'|'b cneumcpvmecxvl 5e30flaCHblM, 60°; «Hau_ mlZ!p,fi ,[,] . neumcpvmecm
6e30l'laCHOCTb ampynenruble Mmzoéaxrepvm ,QOfl>KHbl orcyrcraoaarb. _‘ in W-"","’ "’0e3«m u‘ M neumane

9 2”‘ "“'HiH~ '4 T.
y

,7 .,\—a vs orcymnaysot.
12 Cneuvncpvmecxaa Or 10 no 20 MIIH xmauecnocofimaux mmxpofi umxxnerox _‘ 5; MF"'"U_n yiangca,

axmanocrb sanuwuu BLl>K. - O 19”‘ I{unp'» m -
13 Tepuocrafimnbuocrb Ha repmocraéunbnocrb nposepmow Kaxnyno 5-yvo cepm

"
+5 Can a-,,‘,. .9”

coorsercaymmyro HJ1. Baxuv/ma Aonxua 65:15 Tepmocrafim
oyoc B A *

1 Mr BaKUMHblJ10!'DKHO 62:11:: He Menee 25% )KV|3H8C!'IOC06Hb|X ‘ - . .-
MMK[JO6HblX KHETOK OT MCXORHOFO LAX nmcna.



._ , V _. .__ .. .. v 1 . u‘-‘)3

i CEPTI/ICDI/IKAT COOTBETCTBI/I51 A 0 0
E‘ ‘ um npoAyxmuo, rmuoueuayio n cpmmfi nape-iema npogylugim, -
9* 1 nomexknmefi ofinagreuunofi cepmqnmnunn . — ‘ £51

N9 POCC RU.(DMl3.A23l78

A

CP91(Aefi ¢-1-gagc 8 I no
V

- V

I
" .
‘

%§oPrA11nocEp'rm>m1<Au1a14 L .~ , . 1 N2 0014689 1 V <
1 er. M RA.RU.| IIDMI 3 cpenepanbnoro rogzyzxapcmeunoro 6lo.z1;1<e'rHoro ’y‘1])c)l<1LéHHn 'Haytmhn'1 uenrrp ‘

1 P . .
Aaxcnepmzu cpencrs Menntqmcxom npumeneum" Muunqrepcraa anpaaooxpaueuwl Poccnfi cuofitbenepauma.

127051, POCCI/I51, ropon Moc1<aa,~6-p. flerponclqufi, n.—8,‘c'rp.;2, 3; 119002, POCCI/I51, ropon Mocxlza, fin

‘ nep. Cunuea Bpmxcex, A. 41, c'rp.‘ l;},2]00Z, ‘POCCHSL, ropoll. Mockaa, pep. l'l.uon-macs, 11. 17/39, (:11). 3. V‘ ,5
Teneqnon (495) 234-6|-06, r1jaxc(495) 625-43-50.. ’ V — v ' -

A0 "H110 "Mmcporex-I". ‘ 1 7 '1 1‘ V 4
‘_ j A11pec:yn.i_Iy5pOBcKaa I-R.11BJl.fl.'l'54,'l‘. Mocicaa. H5088; _’

Tenecpou (495) 710-3 7-87, (bake (495) 783-88-04.‘ ’ r
‘JI4HH7722422237._ -

_ _
-V-_ ‘gusrowonurnzm _

ta.“£3‘ .
'

£-

1 CDFYFI "H110 "MldKp0l‘6H" Mrmanpana Poccm_1.""—_ ‘. ’
_, . , 5} i

.7
A-npec: yn. Bpwrcxnx, A. 177, r. Hep.-ma, n¢[)M‘(I{‘€l3iW!‘(_péi:I‘:'l;:5_5140895 ,

‘$1
"‘:’ HHH 7722292838.

' “ A '

_ 1oo.a.OK.00S (om): “
HPOAVKHWI . - - V .‘ ' J 1 .1

“ ‘ 1 1 * ox 034-2014 g
’ , Anaroxccuu nuchrepnurxblu OHHUJCHHHH ancop6npoaa_um;n-I c yzvyenumenugm

(KHEC 7008) (OKHH
., I

31.. conepskamxem 8HTH1‘€H8. mluumfi (A.H-VM-lanargxcun),_cycneu:1s§1n mm . _ 2‘ ,0 2"’ [,6 ‘jg
EV‘ sayrplmumewmoro u nonxomnom 38811681‘!!!,’.3H8T0l(C}11i3§'11dOMepc2lJ1OM "' ' ' ' 1 ’ "

fig} (amxyna) 1 Mn x 10 (Kopo6Ka l<apTOHI1a5l)'. V’
7 1 ’ ' “ 7 * " mm TH BBA Poccmx:

Pcrucrpaunonnoe ynocrosepenue N2 JIC-000284 o'r 27.04.2010 r.,
1}; mm samenm 16.08.2017 1:, Bunnnuoe MHH3np"asoM,PQCcim'.‘ ‘TV.

. Cepmr H70. Cpmc ronuocrmno 02.2021 r. 1 - <
‘S flapnm 7688 ynax.

2 COOTBETCTBYET TPEBOBAHPI$IMH(3APMA'I’P11§7Ii'I‘?DC_7A;C)KY1\}IEHT0B .
., JIC—000284-160817. ~ 1 1' , = ' 1

VCEPTI/I<bIvIKAT BbIAnAI-7I‘HA0CHC’)BAHI/II?I: . ,~ ~_ ‘ ‘ ‘ 7
~ npo1-oicona ucnbxramm Ne C0178IAAl'1/1 8 o1'_,_04.Q4._20l8 17‘._ -lfIcm.r,mTenb,1-toro ueu/Tpa»3Kcnep1‘M3u K21‘-lECTl!‘¢'l

Mczmurmcucnx mumynoénononmecxux-npenapé-po;sj¢q>§e;iegaJ1sii0rq rocymipcruemioro Gnqnxceruom y-apencxemm
"Hay=IHbu‘«i usurp axcnepmssx cpcncra Men;-mfl uckdfoiyizpnmeéxem-1315'Mxniuérepcma snpasooxpaneuun Poccnfi ckq fi
tbenepauim, arremm‘ an<pe11m~aumI' per. N2 I§A-.RU;.21d)J132 ofxj—29.02.2016 r., auipec: I 19002, POCCI/I51,

‘ ’

ropon Momma, nep. Cmmea Bpaxcex<,’.a,..4l, c'rp."l‘, 3. E —

-

""2"-.

-

f.£?:&3Q’;7&"

..
.

M
F

‘ecrm-ecu. pyxonomrrem)
E A C

_. §
6 « V . ononnen57:01:] ccprnquutauml

_mmwW

B.B.l‘Ioc1'ynai'u1o . L .
. " .<=P‘~r(3-scncpm).. cm. <__-,” _V _ _'

Ilulnna.-.z=u\f~.\MlWIn

_ . V
-Orlgu)-PManna 2uu.-s- m

at "v“e3F~=‘.-7*‘ ‘.1!-W...-~24: 5-’ '....@~- » .1



Ccpml
Rafa Bu11)‘cxa______j)1_}_8_____
Anzums smnormcn no HLI IIC-000284 I 608! 7

tbusman A0 «H110 «Munporeu» n r. flepm. cdlepnicxoe HIIO «Buonezl»
Poccmx, 6l4089,‘f|cpMcsmii xpan, r‘.l'Iepm.. ya. Bparcxaa. I77

nAcno1>'rx,l47 (yr 09.02.18
Aunotccmi nudnepufinuii otmmeanuii az1cup6uponaum»m

c ymenuuermuzu conepxcanuem alnnreua ammcnfi (A11-M-antolccmi)
cycnemwz arm auympu.m.xzuewm2zo :4 rxomcoatcuoza aaedenux

(‘oxen anH70
Kommecrso ?§3L ynaxouox

3? Hmmemmamc no” Hopua no OCH Pesynsram ar4z:.-11430:;nan |ca3aTe.m.-A
! Onncauue Ona.=1ecuupynoma.: ammcocn. 6e.noro uaem c Onaaecunpyuoum xcnaxocn. éenoro um.-Ta c

rxenmaamu orntnxom. npu ounauaaumi paa- acenmaamm orremcom. npn or:-rauaasmu paw-
nc-nnemt an pmxaun ocanox éenono mm 6cno- zlemema ua pmwnuu ocazxmc 6e.-1oro sum ("Beno-
n) c axenmnamat onemcou mm. ncrxo nuc~ ro c zxenmsa-mu orremam uacra. aenco anc-
neprupyloumficn npu ncrpaxuaamm, u npo- neprupynouumcu npu actpnxunamm. n npo-
apa-mywo fiecunenryuo uanocano-myto xrnzp apawywo fiecuncruyno aanocanoqaym mm-

. woo-Ta men.
2 nozmunnocra 110.-mm ufimnan. uwuynoreuuon Ofi nana flmumynorenuofi anmaauocmo

5 as.-rmmoc-mo. ofiecne-msaa xamwry or new .
. _ . crraux anqnepnmuoro mxcuua

3 Mcxammecvme , llomxeu swxepamnan Tpefioaauun Bbmepacuaacr rpeéouaunx
nxmo-4emuI 0d3C. L-1.2.0001] 5

4 pH 01 6.4 no 7.} 6,63
5 np0x0}lkM(.'ICTI. Cycm.-mun npemzpam, ofipaayvonunncs npu Cycnemvm npeuapata. ofipammtzaacx npn

-«apes may sc1‘paxm1aHua. nozmma cuofiozmo npoxomm. u mrrpaxusnmm, caofiomm npoxonur 3 umpuu
umpuu nepca nrzxy N9 0840 ‘tape: «my N2 0840

6 Bpem Cycneazmn npeuapara, ofipatsysomaxca npn Cyrneumn npcnaparra. ofipaaysouwacs npn
ccmmcmauuomaofi um-pmmaauuu, ne nomacna ncsmocmo pacc:1a- acrpaxmaamm, nomaocrwo we paccnausaerca a
yerofi-macaw uaauca a rotten»: 2.5 mm reweuue 2.5 Mfifl

7 Ctepwxsuocn Aomxess 5l>l'|’|a mvcgnasnum Grepmisuufi
8 Cneuuclnmccrm llomxen 6am. Gesonacnsuu Sewnacuufi

Gcaonacuocrb
Q Anonazxnnan llomxen 5bl1'b|lE"R)KClvNHb|h( Hcroxcu-Iuutfi

Toxcmu-xocrs
I0 Cneunqxmecxas llomurcn 0611511311. umuyaommon ax1-uano- 061133361‘ uamyuomcnoii axruanocruo. 06cc-

2K1"!/lBI'§0€T1> T1140» 05€¢11e'mB8fi Il»0KHB36M0<‘«Tt- I00“/o MW ncmmsau auxmunemocn 100°/o MMM)v‘HM‘mp0-
“)’““3“P°33‘"'NX *"3°T“N" “P” ‘3*3P‘**¢W" Ba!-mux umuomux npu aapaatcunu .-’WTéL'IhH0fi
.-*ma.=n.nofi zlomfl nuwepufinoro TOKCHHS 5030;; Mqnel; =— U -mmma

H notmora copéumc B I my uanocanownofi xuuxxocm concpxczume Copfi uua nonnaa. B I an uaaocaaoquoa anu-
H°81l€0P5“P°33"“°m 11"¢"¢P“““°f° €¥**3T0K- mew oonepxmme ueazmopéupoaamsoro .mp-
CW3 ‘*9 31°11>““° “P‘¥3N|-|m”b § U Tepunuoro at-urroxcrma neuter I 1.!”

E2 Tnomepcan O1 85 no I IS uxriwn 93,2 a-sxrr'.-vm
I3 ¢I>opMa.%5lern;1 He Gcmee I00 m<r=‘M.'I “wee ,0 "W,-,.w
E4 Amommmu He Goaee Ll Mriux 0.59 urmn

mnpomm (u nepecucre an arm " AP‘)
is Hsanekaemun 05‘hEM He ueuee ROMHfi 8m:H0l1) I,0 an
16 npouaaoacrsenuue Corgmebacterium diphtherinc PW-8 (Massachu- Coryncbacterium diphxheriae PW-8 (Massachu-

umm MI»! sens; M2 8000 l 3 sens) N: 800013
57 Vnauzonvza no 0.5 MI! (I npuaimo-man noaa) mm I an (2 no 1 mm (2 npnanno-mu: .'.1a3u)n asmy.-1u.

npnnnao-mue now) a aunynu amccnmocnlo no 10 amryn 3 I<0p06'I(£ ii?! xaproua e m¢c'q':yx-
I Mn. 2 wx Lmeii no npinuencmuo,
I10 10 amnyn 3 Kopofi xe nu xapmua c m¢c1pyx- ’A’«"YY"H C KOITMIOM 0550"“-
man no npnucnenmo n cicapudmxaropou am-

Re amnyn. nuelomnx Hace-my.
‘my ofinoma. cKapn¢m<a'rop He

Coommmver H11

mfi onannauH11 JIC-000284-160817

Hepeaozumcos A.B.



JIEKJIAPAIII/I51 O COOTBETCTBI/H/I
JIEKJIAPAHT, l'IPI/IHIIIMAIOILII/Ifi ,I[EKJIAPAl.II/IIO O COOTBETCTBI/II/I
A0 "H170 "Mulcpoaen"
3ape2ucmpupoaauo : Mealcpafi anuanuncnercuwz ¢HC N946 no 2. Macrcae 01"PH 51 777462 77924 am
01 . 12.201 7
Adpecx 115088, 2. Mocxea, y11. ,lIy6poacrca:z 1 -11, data. 15. Te/zeqbou/qbarcc: 8(495)790-77-73/790-79-56
B /mzge: Feuepanbubzfi dupekmop 1"az'u3aut K./1.
floeepeunoe /zuua: Haenoecxaiz Pl.,ZI., dosepermocmb M1 59 am 05.12.20] 7 2.

3A}IBJIHET, ‘ITO
/tezmpcmaeuuoe cpedcmao: Boat: 0/»: zmbexuufi, pacmeopumezzb 011}! npuaomoe/aemw Jrekapcmaermbtx qbopm OM
unbemymi 1 M11, cumyzzbz (10), naIucurcapn1omuue, P3/JV9 JICP-007006/08 am 02.09.2008 (dama 3£1M€Hbl
26.07.2017), cepwz M180718, napmux 3962 ynarcoeok, aoden ()0 01.07.2022, npouseodcmea A0 "H170
"Mzmpozeu", Poccwz, HHH 772242223 7, 115088, 2. Mockaa, yJ1. mI6poecKa:z 1-)1, dam). 15, 1:00 0107122
21.20.23.190

COOTBETCTBYET TPEEOBAHI/HIM
JICP-007006/08~260 71 7
IIEICJIAPAIII/III l'IPI/IHHTA HA OCHOBAHIIIPI
Cepmuqbutcam coomeemcmewi cucmemu Menedolcmennta zca-«ecmaa a Cucmeme dofipoaommofi cepmudnmauuu
FOCTP N9 POCC RU.Hd>99.I{00016, cpozc 0ez7cmew1 c 23.12.2015 2. 00 23.12.2018 2., 000 "0kpy9IcHofi
yeump KOHIIIPOJIII xatzecmea", Poccwl, 115280, 2. Mackea, yir. Macmeplcoea, 0. 4, am. 5, mm. 1, KOM. 1

JIATA IIPI/II-IEITI/IH JIEKJIAPAIII/II/I 1 7.08.2018

S Hannoacxaa I/LII.
l1OI1l'lHCl> (DJ/1.0

CBEIIEI-II/I51 O PEl"I/ICTPAIII/II/I
OPl"AH 1'10 CEPTI/I<I>I/IKAIII/II/I, 3APEl"I/ICTPI/IPOBABIIII/Iiri IIEKJIAPAIII/IIO
RA.RU. 11Q)M08 0P1"AH110 CEPTI'I¢I/IKAL(HI’I17P0,ZIY1<'IIHI/I OBIZIECTBO C 01"PAHPP-IEHHOP1
OTBETCTBEHHOCTLIO "OICPS/}I{H017I IIEHTP KOHTPOJLV R"/1‘-IECTBA ",
adpec opeauusauuu: 115280, 2. Macxsa, yn. Macmepxoea, 6. 4, am. 5, mm. 1, KOM. I, abpec opzana no
cepmuqbzmatyzmr 115280, POCCHH, zopob Mactccm, yn. Macmeprcoea, r). 4, 9m. 5., meJ1..'(495)788-02-88, ae6-
caz7m.' ozpacpd).
IIEKJIAPAIII/I51 0 COOTBETCTBI/II/I SAPEFHCTPI/IPOBAHA M7 POCC RU. ¢DM08.,ZI10581

(((9I/(|’laI(H0l71
uemp KOHTDOHSI

no,z1n Hcb
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I-IoMep cepun (napmn)

I’m:I:1w1 II‘J{.'é~‘Ii

-I‘V‘ VI

.'Iv7‘a::.m;;:' yh S >I‘r,="V.C:;‘.,II’/1.I\(i:{ IJIUII If’

IIACIIOPT N2 311 o'r 07.08.18
Ha eody any uubeuuuil pacmeopumem: dnn npuaomoeneuun nekapcmseuublx

I~IoMHHaJ1bIu.II7I O6'beM, MJI 1,0
KOJIMHCCTBO I13‘-ICK B cepvm 3962
I1aTa Bunycxa nponyxuuu 07-1 8

cbopu 611:1 uubekuuil
M1807l8

Cpox I‘OJ1l{OC'l‘H 110 07-22

I/Icnmranml nponenen-nu no <DCI1 JIPC-007006/08-260717
Bnouorn-Icclcnc u ¢|m3mco—xnMn-Iccncuc noxa3a're.uu

N2 n/n Haumeuoaauue noxasmcnefi 'l‘pe6omumn uopMa'rumum“I uonymcumuml I Pe3y.rn.Ta11.| ucn|.rraunfi

I Onucalmc I n[)0'J|)a‘|Ililil Gccimcnmn >I<wu<oc1'I. 6c’: uulaxzn Coamaemcmayem
I2 pH ; 01‘ 5.0110 7.0 6.3

‘Kuc“0.mOc.n’ mm uml0.m0C“_ : IIpn nosmnuwm >I<cJnmo mcmumnauuu ono 1.l()JI)hll0 ; /(uc_;,0,,,,,0cm,,
M'3MClIl4TbC}l uu Kpacuoc mm powuoc 01‘ npnéunmcnmu uc (kpucka u3Me,,w,ac,, 0,"

3 ; 60JlC(. 0,] M11 0.01 M pacmopa lIdT|'JlMl In/1poKu_ma, npn I
npu5u8'_,,e”wl LON” 0,0] M

nnsmnenvm Kpacnom mm pmnnoro mcpaumuaumu mm 3
pacmsopa Hampwl‘ Ilomxno vI3Mcuu1‘1.cs1 Ha >Icc.1T0c 0T npM6nn.ncumI nc 600cc E W) OK uda, . .

I O.l5 M0 0.0! M pacnsopa xnopnaworsonopomloii Kl4CJI(Yl‘bL ; ‘ P "
I, .
‘ I

4 '3neKrponp0Bo11uocTb He 6o.ucc 25 MKCM/CM JUIH amuyn c HoMuuaJn.uI.IM o61.cMoM I 9,0.w<CM/cm
_ 0.5 M11, I MJI.

5 Mcxamwccknc BKJ'lI0‘l€Hml I :‘ I

BWMMW .,ac.mum llomkcu BbU.lCp)KHBaTb Tpcfionauun F11) XIII. I Bmdepa/cueaem mpefi oeauuu
Omc-I-4~2~0005~I5 I /77) XIII, 0(DC.I.4.2.0005.I5

H°3“11"“'*'° '”‘°T”'“" 1I"<D XIII. O<bC. 1 .4.2.0000. I 5 I I3m()ep.)/cuaaem mpeéoeamm
I w

I B oJ1nm7| amnym: CIJCJIIICC uncno uacmu pa3.vIcp0M I0 MKM M I rm X/IL 0¢C-1~4‘Z‘0006' /5
ifioncc uc zmmacno llpCBl.llIl‘¢lTl.. 6000. a cpcuncc lmcno uucmu V

pu‘3Mcp().\1 25 MKM M ('xmcc nc ,’10.‘I‘:K|l0 1|pcIsI.I|IIu'I I. 600.

6 Cyxoii oc1'a'r0K ' IIc Goncc 0.001% He 60/tee 0.001 %
7 B0cc'rauaaJmna|ouu4e Bt!ll1CC’I'|!2l Llomxno c0.\pzum'n.csI pozolmc oxpaxllmaunuc f Cr)(:maemcmeyeIn

8 Yrnepona 11MOI<cm1 Hc nomkno 61.111. nomyrneumi B Tc-Icmm: I n I (‘rmnmemcmayem

9 HM1'pa'n.I H nwrpMTL.I I~Ic IIOJDKIIO I1mmJm’I‘bcn r0:1y60c oxpammnalmc Coumeemcmayem

I0 AMMoHufi IIc 60JlCC 0.00002% He 6oxzce 0.0()()()2%
I I Xnopmmn I'Ie;1mm<u0 Gum. muulccucmmn Cuomeemcmcyenz

I2 Cym.t|)aTl.I I Hc .‘l0.'I)Ku0 6I.m. Il0My‘I‘|lC|IMH
H ‘ I

, ('(mmaemcIn8_ven1v . 2
I3 I(u.m.uMfi n Marnm7| Jlnmxno m16.mo11a11.cn tmcro cmlce okpauwmulmc pacruopa Coomeemcmeyem

(6c3 (|moncTonoro orrcmca)

I4 Tmxcmnc MC'riL'lJIhI He ,uomKuo 65:11. oxpanwmalmn. Jlonycrmua cnafizm (‘oomaemcmayem
outulccuenuma o'r nblzxenmzuxcficn ccpm.

I5 I/Iaancxacmmii o61,eM JIomI<cu 6|.n'|> uc Mcncc n0.u|uIaJm|m‘0, ccxm ymucmum
m:cJIc11yI01cn mmmmnynm.uo. [Ina ):IIuI\'0um< c nmunua.-u.:u.m Cmmmemcmwemn61.cMoM 2 MM H Mcncc n3McpcnnI.Iu o61.cM nomaccn 6bI'|'l» m: I '

MCIICC C)'MMhl l|0.\I|lIl?Ul1»Ill»IX 06'l:L'MOli |1CCI|L‘I10BflIIH|-IX )'IlflK()l|()K

I
I6 BaI<'I'cpmuII.III.Ic ')|I.‘I()'I'()l<CI1Ill»l I I'lpcJIcm.noc c011cp>|:zm|4c Gulcrcplaun|.m.|x ‘)n,ru>'Im<cmmu u ‘ ML-we 0,03 E’)/M/I

Ilpcnmpam: nc fiuucc 0.25 I-L')."M;: I

I7 C1'cpMm.H0crI. Ilomkcn 61.rr1. C'I‘CpHIlb|IblM Cmepzmeu

13 y"3K(_)BKa I10 0.5 MJI mm I Mil u 1lMIl)’.'IC. Ho I0 flMIIy.Il u na-ncc M3 "0 I.0 M" Flo I0 amlyfl 6 "a*"\j= M
Kaprona BMCCTC c mncrpyklmefi no npumcucnmo I4 4 '‘“‘’‘°''“ '’”"'° ° ""°“”"“"'°" "°

1
IIIWIMBIICNHIO H BKIlfl ll|:|lllCM C HOMCPOM

m<na1u.|n1cM c uoMcpoM yxnamlunca. ‘ A

I9 V Map K, J ‘ .‘ BcooTncTcTBm1c ¢C|'I ‘
"5 ‘M’

'
' _ ...I.,.

4

20 I ‘\ ~ I Ilpu 'rcMucpz11 ypc 0'1‘ 3 110 25 “L I
J :3 F

37¢-7,u01,e.m£; Bo, fjiltiflrlncxnnufi
pup;I;gkso})nn1v9},‘I,_r1:Iu lIp|1|~(\«|—oliJlcllM5l .1cv<anpc‘m .

|3c‘I‘u)'v:I‘
&),fiE‘l_1 fi \I1IH‘I\j1\i3v)CIV[I

JIPC-007000/08-2007 I 7
L I x .2

31
ms: (Qua;/':,;;5'{»1»<a OBTK (OKK) ___9

I pt:inf6pa no Kauecmy '

mx (|mp.\| .-'l.'m mmcxlmii c



1:-usg.-mar 11 1 1
CEVPTI/IV(DI/IKAT COOTBETCTBHH 2 1 2

la 1 -. ‘T k71§l:I:p()_p,)’.l<l1AIv[If),Bl'(Al0‘leHI-ly10B e,umhu‘i nepeqeub npogyxgxnfi,‘ ‘ ." _~noAAe>1can1efi ofinaarenhnofi cepmqmxannn
1 7

N2 PQCC RU C-RU.<I>M13.B.00O73/19. _
CPO“ Agfi c-[Bugc 9 no -

mvUm'-3.1%

.,."

.: .-j(:)PI2'AHIIO CEPTHd>1/II(AI;1I4Id . N9: 0035535 ,. pe_r;,_Ng'vRA.RU.11Vd)Ml3dregepanbnoro 1"0C)’.LlapCT13eHH01‘0 610lDK8TH01‘O )fupen<,u¢H|1g;"HgyqH5Iz‘i uerrrp

, ‘12105 1, POCCI/1}], ropog 1\_/IO.('3_K_13fa,__6_-p,l-IeTp0BCKH1'71, A. 8, ¢1*p. 2,3; 119002, POCC-I451, ropon M,oc1u_3a,
; fffnep, _Cnis11e_3 Bp‘a>xe1‘5, )1.’ 4],,—:._C‘:,TP_.*.:A1;' 01,21,002, POCCI451, ropon Mocxna, nep. 1'Ino1'HHKon,,n. 17/39, qrp. 3,. V‘ 49 1419463, (bake +7495625.43_50.

77.KO?."*m0""MHKp9 9.¢cI*i$iE-» f
"-'A1‘1pec: V11i508V8,1r A A1sa,’;y11,‘J_.Iy6poacKaa 1-:1, 1131111. 15. 1.,

T§87,1_,l1J'£,7ll’<t,:" (495) 7830-88-04.

Q-$?§'*§,i;.
{.1<01I.C.*»ro'ro1_3,i»1,1-‘EK.1*:1.‘.,'..1 7V‘
;i1-_?_AO1"1-I110"MIgIxporeH'f,-fPoccH 7".g1,_ 1

poacxan 1-:1, ,zu_3.ru1. 15. 1
; 1‘“”pe,c:: 11-5088,,r. Mpcxhafy ,_.‘£1/IHH’7722422237.11.,1:“A1 %

.
A

xop, OK
OK 034'-2014 ‘

4-,’ .,: ;1H1>bAYI<I.II/I5107 5‘
: ~ , pacmopa 111151 nonxomnoroénppnéfiua, 0.5 Mn/.uo3a1(aMnyn,a) 1 1103; x 10 (nalusa Kap'roHHaa). 21,2o_21.124
i 0;; PerHcTpaL1HoHHoe ynocwoliepeigiae JIl'I-00046307 01 .03.201 1 (nawa 3aMeHbI'23.05.20’1 8), , ,1 Bb111aHH_OB Munanpanom Po1q'<:u°n.A' A V ' 7 KOA T1‘! 33A

m 1. . Cepuiiauii Bsmycx. - ‘

E: COQTBETCTBYETTPEBOBAI~II/I$I1VII-IOPMATIrIBHbIX¢$,0KY1}{1EHTOB ,
~JII'1-000463-281216, I/I3MeAr_1ev},i'H,e1_N21 I 1 ~ ‘ . ’

1 —1CEPTI/I(IJ,I/IIQAT:BI;1;8,1\1-i:<HA’QCHOBA}lI/IPI1 (1 ‘{:aK'ra o pe3yJ]BTaT82§-§iI:!,3JT__‘_33'_{¢QQT0a1-ifla nponanoncraa N2194 91' 27.1 1.2018; np9To1<qna114§i§m'.ITaHus‘&
A N2 C1923/BB/18001‘ 06,;,02;20l9, r;‘I/Icnufarenbnoro u'eH'r‘pa_a1<cnep'rI»m.I Kaqecfha Melinuiincxux

I .;;.—-_n'MMyH66uonor1»i-iqcKgn(,i1p‘enapa'ro3 cbenepanbnoro rocy11apcTaeriHom‘6xo_11>x<e*r}ioro yv-Ipe_>ix,t1eHm1
4 V5"1fIayHH1>u?1_uearpéysptcnepmsyx (‘§p‘B£lc'TB"Me11ld11Hl-ICKOPCI) npnmeueumu" MuH'uc1*epc15Ba anpaaooxpauemm

' - :,::»POC¢HfiQKOfi dlenépaufin, aiytjqcfaréaxkpenurauun per. N2 RA.RU.21<DJ132 01‘ 29.02.2016 r.,

i

Q .',“»a,z1p'é6: 119002, POCCI/I51, rppon Mocxaa, nep. Cmsuea Bpaxcex, 11. 41, cm. 1, 3.
é

_ i.;;:jfi::i‘éAh;gyxoBoAlneAn)
~-. ‘1:'eg§nqnu<aum1

“:1;V v
as

_ . _‘7'3K¢rl'ep’l‘H3B1¢pe,11c'1‘B:Mé}1lFll1HHCK01"0l'1pHMeHeHHil"MHHHcTépc'1'Ba3l1paB00xpaHeHH51‘POcCl»11‘v1cK0i71 dlenépabunm, 1 . .

Baicum-Ia npomn xpacHyxH~‘i§ynpTypanbHas xclahan, nH0(l)HJ1F132T mun fipuroroaneana (K;-[EC 2003) (om-In 2) “*7



.l() "/IIII) ".\Im:/mzell" .\/m"4.-mu‘/we IIUU/)¢l;’()L’.'lc’llIl(‘ nu I1/mu.-I.'u0mn.'\‘ riwcirm/m(mum II].7£’}HI[’(lI7IIH»'

Poccun, 115088‘ 2.MocKea‘ yn. 1-9 flyfipoecxan, (Sand 15

IIACIIOPT N2 454 01‘ 23.01.19
Ma eaxuuuy npomue kpacnyxu xynbmypanbnyio mueyro, nuocpunusam am

npueomoanenun pacmeopa dnn nodkoxmoeo eeedeuun
HoMep cepnu (napmn) M832

Komrmecreo nos B awmyne l

Konmecnao nauex 3 cepnn 2837

lIaTa abmycxa nponyxuml I2-18‘ Cpox ronnocm no 12-20

”Cl1l>l'I‘aHH$l npoaenenu no CDCII JIH-00O463—28l216, u3M.N2l

Bnonorn-Iccxne n (|m3mco-xnmn-Iecxne noxasarenn

N2 n/n Haumeuonalme IlOI(a3aT€J'led Tpefionamm Hopmanusuoii noKyMeuTauuu Pe3y.vIb'raTu ncnbI1‘aum"1

}Ino(1m.rm3a1' — onnoponnaa nopncrax Macca c13e'r:1o-
>I<en'roro uaera, nonyckaercn pO3OBaTOBblfi orrenox.

Onncanue r"|'P0°|<°""‘"'|3 Coomeemcmsyem
Boccrauonneuubm npenaparr - npozpa-mas: )KH11KOCTb

poaosoro uaeTa

2 nO).'UIHHHOCTb llomlcen COIl8p)KaTb anpyc Kpacnyxn Codepolcum

lIoJ1x<eH pacrnopsrrbca B Teueune 3 MHH npu Bnecemm3 Bpeml pacraopenvui .. CoomeemcmeyemB amnyny 0,5Mn B0115! mm nubexunn

4 pH pacnaopa 01‘ 7,0 no 8,0 7,8

Ilomxeu coonsercrnonan. rpc6oaauusm npn onpcnenemm ,5 MexaH"“ecK"e BKm°qe""” Bunlmblx wacmu. He 60nee 23 Mexauwlecknx m<mo=IeHvIFI B 5 coomsemcmeyem ‘
amnynax ncpaon nb160pKM n we fionee S2 M<3XaHlrl‘lCCKVlX ‘

mcmoqemm 3 IO amnynax nepaoii H kropoti nméopxu cymmapno

IIo1'e :1 B Macce n n6 P op He 6onee 2,0 % 0, 7Bbxcywnnannu, /o

7 CTCPHJIBHOCTB He nomkefl CO1.'l€p)KaTb 6aK'repnF| H rpH6oB He codeporcum

8 AHOMaJIbHafl 'roKcHuHocTb Ilomxeu 6|.rr|. He'ro1<cwmuM Hemorccuueu

flpnsmaolman no3a BaKLlMHbl (0,5 Mn) nomlma COJ1Cp)KaTb

9
Cneumpnqecxan He Meuee I000 TKaHeBblX L1HTOflaTOI‘eHHblX n03 (TLUI50 )

3,620akmnnocn, Tlulsol O,5MJ1 anpyca Kpacnyxn (He Menee 3,0 lg TLUI50 /0,5MJI)

10 Ocmmqfl oeKonfl qecmo He 60116:: 50 Hr 3 onHoH npnnmsoqnoifx nose Balcunnbl 2,0
ECA, HI‘/11036

Ilomiceu 61.111, T€pMOCTa5W1l>H|>lM. Ilonycxaercn
1 I TepMoc1*a6|»uu>Hocn. cumxenue cpennefi reomerpnqecxon BCJ1l|'-!HHblTMTpa Tep,Mocma6u.r1eM

aupyca nocne nporpenamm He fionee ‘IBM Ha onma lg

I10 I nose B8Kl1HHbl B aMnyne. no 10 aMnyJ1 c Baxumloii BI2 ‘ ynamfla nauxe H3 Kaprox-Ia nmecre c nucrpylcunen no npnmeneumo Coameemcmeyem
H BKJIal1bIl1.l6M c HoMepoM yK.nan'-mxa

no zakasy no1'pe6wrem1 B03M0)l(Ha KOM n.neKTauHx Bonofi
mm HH'bCl(l1Hfi B coomercrayroulux xonmecraax

13 Mapxnposka B cooraercnmn c <1>Cl1 Coomaemcmeyem

B coo'rBe'rcTBHH c CH 3.3.2.3332—16 npn14 Xpauel-me CoomsemcmeyemTemneparype 01‘ 2 no 8°C

3axmoqeHne: Ba 4- <-
/

(0 " ill1MOIl1l.|bllIfl
_0 IIW}Im6uo.|aI'uII('cmu

l\'II\llHUflIIl»
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T CEPTI/Ia<1>IxII<AT:%C0oTBETCT13I(1;1:%A VJ1; % ;:< ‘
Hanpo,s.yi<nm{),Bx<Ju6'Ig3aHy1a B e,s,n1zb1ftnep’etxeHr>npoj:,yx;11,h14, ~ V

V L ‘
no/s.Ae3§i<an1‘»g“x:o6;13a1j‘eAn1V1‘<fl)x‘i cep'mq>n_x;anmt

N2 ,1>OéC Rt’1.c1>M»13;A2§f4so.'
‘(ZpoxV<V,s',e?fi_c::z'z’31:5;é‘\ :30§Iv1;201'8 A ~ no '(- .2 .

"'§‘:,*3_
-

g.

" : OPTAHIIO CEPTI/I<I>IrII<V'.AJ,IPIPI .. A -. V T_, ,.N§%0O‘1 4996 ,
per. N2 RA.RU,11<DM13 q)enepa.nsH0ro ro»cynap‘_cT3em-Iqoroé ‘6r_o,11>KerHor_o yqpvexcneansr "HayqHmi7x uemp » L

. axcnepmsm cpe11c'r3 Menmmnclcolfo npmy1>eHex_mx" ‘M1{1HncTep_<j:r3a 3np§9.ndoi{paHeH;g13x.Pd'<Scni«’IcxoFI dlezzepaumx.
127051, POCCIZIII, ropon Mocxxga,6~p;v.I]eqjon§;knF;,jJ1LE8;crpgg, 3;-1119002;:.BOCCI(I)1,.ropo11 Mocxcaa,

T '

nep. Cmauea Bpazxem.41,crp.1;:121oo2,...Pvoc;C121;1,:'p;;po1:':Mgmxaa, I_1e”p. TInO*fHH1<oa,;1. 17/39,c;p.3. g. ‘WEFETW

V

1.5

.-ag':a"$

‘ M Teneclaonj-74M99q190l_818, +7gg992}{1'94§3;:§,q;akc,-+749562s43so.

A0 "HHO"Mmcpor,er:",Po§c1gIa.V ;:~; j A-
» : Anpec: 115088;r.TMoc;K13a;yn.JIy6po3¢Ké1x{1_¥x;fp,3J1i1.L

_ Tenecboyx (49V5);7_I'_0-37-87, cbaxc 7

g:,,_.c’>

:g.

.,.“

Zn:-$43

'»

us.

‘:21.-la.

.§;.‘%‘i"iI/I3‘I'0TOBI/IT§EAb V __  v
_«.i__ A0 "I-{ITO "M1iu<pore1-1"‘, Poccu51'."'—,.».A A. V ; _L .. : T V

: A11pec:45O0I4_, Pecny6.nm<a Bau.'u<op'1j'oc'i'aH,?r.A _ Hosopoccniigkasig g1. IQS.
I/II-IH7722422237. x - V V ‘V - T ‘ % := —

..
3-

.

% x<o,;,QI<o05(OI<II)e
’ _ L ‘ M :» . o_Ko34-2014 _

BalcunnaggoxmomHo-,uu<1)Tep1a1‘»i§xo4cTOJi6i-;a§1I4Ia3§Va11c¢p6Hp§B§EI-Ian T v H} * ,_
‘ f (1CI1EC2008)(OI(1'I,II2)

(AKJIC-aaxum-1Ta), cycneaami ‘Ana-i1Hyfpy1ML;meH;Hqro}*a jneujytz [‘ ' 3" V
V ‘ff “ 212.0-21-12.9‘

9 Lxo,s,TVI-I BBA, Poccxm:0.5 Mn/,u.o3a (C»KOHc$pBaHTOM) (8'.I§"1{l)".'l'I_§)’;L3'I\}V1‘J'l'V(K9BQ6§§§:ji§apTOHHfifl.)§:fi-V2”‘ :-V
Perucrpaunounoe y;r.oc'roaepeH1»I'e_N2JICgOOO‘659o'r3l-8,0_8,2Q‘lO 1";,’_1‘_ M _
11a'ra3aMeHb| 24.04.2018 r., 'l3I;lIl€iI_iI-’I(V;>§}1yI—I_(IFI‘3‘J1]3:¢"l’l,3:§)_M'R§hb}{PI 7 " ’ '

Cepux V87. Cpox ronuocmi Ab O{1.2020fi 1Lf;""ij_\.
{ 1‘Iap1'x—m11817ynax<. ‘ _, _

’ ' JIC-000659-1191017,I/Izmeuéfiké
COOTBETC'i'BYET TPEiE;oBAgH1J1}1i\g:”}V1§)i-é;\a.'u1irBHLDc

CEPTH<I>PH€ATBBIAAHHAQCH01}AHP1P1
nporoxofia HcnL1TaHn'i7I N2 C1431/AA1'171l8'érri2'8i11120;}h fl _,

‘ fen _p"r[caj 1(1e1§_1jpaV’3kt§fiéf;9iwi3b: Ka34ecTBa ' V é
. MBAHHHHCKHX ummyuofinonorutieckax fipenapafpdg qjéjiejpanfiriéfdrcjifsyiieipgfbéirrioi‘Q:6}o1i>I<eTHoro yqpexcnenun ‘ LM

"HayqHw‘7LueHTp axcnepmarhcpe,z(c*rsVMgmxuvxrjc1gd1§cfjtipuzs?i¢x§xéHi«i}i"V‘M’H'i11ii5Té[5C‘§§a 3;up;ino_dxpaH¢.HI-m Pocciméxdfi vf F 7
/

<I>e11epam«u»x, aI1_*ec1‘a1h akxpcjimaunu perf"N_> RAf.RU»;2l_§DJI32§Ab‘r 2;9_.02M.20'I"6 r:, a,t1pec: 119002, POCCI/I51, ‘
' xfopon Mopkaa, nep. Cnnuea‘Bpa$ig¢1§, ,Cf1V‘pf.:],‘_V V‘

, . A P$"K40¥.5°A1I'l"93f-5*),
1 ‘°P’*"1"”““’“*.'.‘ “

,l35N‘e7a9.. ..=,i



tbnnnan AD "H110 "Mmcporen" 3 r. Ydia "flMMyH0l'lp€fl3pIT"
450014, Pecnyfimnca Bauncop1oc1'au, r. Yrba, ya. Honopoccnnama, 11.105

IIACIIOPT N2 422

lflaxmcfloaamw npenapzrm no H11 Bnxuuua Kolcnlomuo-waqrrepulino-cro.n6ns-man
azxcupfinposanuan (AKIIC - aaxmma)

‘Baxmma mm npoqmnax-mm Jzmlrrepuu, xolcmoma H cronfimnca
cycmmawz dxm auympwuwue-moan ceedemaz

0.5 .wI/6930
Cepux V87 H31-a nsmycxa 0918
Ko:m-iccrao //(9/7’ yn. Cpox rozmoc-ru no 0420
Ana.-‘ma sunom-xcu no Hll JIC-000659 - I 11017, mm. N2 1
its Panuetloaauue Tpefiouauna no H31 Paynsmu azmmaa OFFK (OKK)
nin noxaatmucfi

1. Omqcanne

2. Honmmu
~xox:uonnu.m xounoucm
—.amI>rcpxnxull xounoucu-r

..

ID

Onanccnupyvoluaa muntocrs Eeaoro unera,
xompu unmet amen. ceponrsxfi mm xemounnfi
arrcaot. Hpu vac-rannarmn pauemercx HI pwulufl

Onanecnnpymunu xmxnrocn Sanoro um-rra, c
atenronuuu cn-remcou. man onn-ausauun
pnnenaerca ua puxnufi ocaaox éenoro c

ocaaolr Senora sum Genoro c cepowruu rum xen-
1-on-ruu ormurou aura, nerxo , ..,,
as up: ucrptxuumlu, II npozpalmylo 6ecluc‘myI)

IHHJDCIHOHHE KIIIIOCFL

mu arremtou meta. aerxo .-'uIcneprhyy-
"P" I“. 31 r r

Seclnemyno lllJl0CI.l0"IIlyl0 xnnocrs.
pa

liomnia ofinanan xmnyuoramioi arrunflocnlo,
oéecnevmuu aaumry or neiicraux zmqrrepummro
K cm.-ifimmxoro TOKCHHOI u xaxzuoumux

Ofi naiumrrImuyuorelmai! arruluocnlo. o6ec11e-

ruanaer sautwry or Aeilc-nun zmqrrepufinoro u
2cnménnnoro mxcuuoa ll msunomnux nu , I

mac 110314); aunyne.
Ho X0 aunyn c mxctpyxuusfi no npxmenemuo, exa-
pmbmtatopon mnynumu 3 xopoéxe (na-Inc) in

xaprmja. Ilpu ynmcosxe aunyn, eooumx xonsno

I8. Mapxyggka

manna mm 1-any Am ncxpnrru. cxapntbnxarop

’
Annynu uuexrrl ~,"- H,-

» -35 A ,.
e

___3._ Plsanenaeuun ofimeu He uenee nouunamunro 1,0 am
_4l._[pH Or 6,8 go 7.4 7,2

5. E‘ . amneckue Bxumnuc nexammccxne tmno-Iesnu nommu Bummue ucxann-«acme utmowcmu arcyrcnyxo-r
Mano’-team: mcwrrcnosats

I

6. flpoxoanuocrb -Iepea urny C, npenapara, uiipnylonmxca npu C, npcnapxta. o6pz3y|omascx npn
u..;-- ‘ -. nulplxlllflflflfl. caofiotmn npoxomrr I mnpuu
is , cape: may N2 08x40 -aspen nray N: 08 M0

7‘ Bpem: cenmacsrr " C, r , In, , , 1- npn ac-rpm Cy npenup -, , , tuaacu npn Inpa-
yctofi-msoctu ac nu ,. -nu ..c:: x m: --m ,. not 1

3 review: 2,5 mm reuemle 2,5 mm
8. Cre_g1a£»Hoc'n Jlonxua 6551-5 crggnnbnoi Crepunsun
9. Anouansuu rokcmmocrs Ilonxna Gun nu xcuvumfi Heroxcu-mu
I0. Cnemnfi uwecxu llonxnu Gun ‘ nu: ’ Bnonacuu

I 5

11. Cnezmdzm nu jlomncnn o6:1azm'b u.\my1-Iorexuofl axrunuocnno
axnunocn. u conepxan n I an:
-ro- '0 xounouem 5: meme 8 ME xmzmoumoro xomvonerrra, I 1,8 MENU:

(xuuxmm npencn noncp M011) mrrepnana 6,8 ME/ml
(P-0,95) H: mcucc 4 ME.'u.u),

—nn4rrcpumaun xounoncm 60 ME zmdrrcpunuoro uusrroszcnua u 127 MEIun
-cronfinmmufi xoamonenr 120 ME c'ron6m:-more anarolrcmn 32$ ME/Mn

12. fiaimorra copéuuu B I nu: uaztocano-mun xuuntocm couepzaumc Meme 1 L1’ ealzoopéupoaaunoro
wnbrepufi uoro rd ,’ , u ; , u um xuxinzpafiuoro anztoxcuaa

ne Aonxxo npeunnan 1 Lf.
-» v u -=” ,' , ucrunfianmoro anxroxcnna M:-31:90,! EC ueaacopfinposannoro

ac nourmo nggnuman 02! EC cmnfiux-more Ina-roncuaa
13. Oggganwtemn He Bone: I00 mrr/Mn 3! MK!’/M3!
)4. Tnoueggan 01 85 no I I5 mrr/Mu 98 uxrlmx
I5. Amoumum rnnpoxcua H: Source 1,! urlun (a ncpec-«rte Ha A”) 0.9 ur/mu
16. Hpommncrlenuuc Co: ‘ ium ' ' ' iuc PW-8 (Mm ' 1 Co: ‘ ium diphtheria: PW-8, (Ma.v:achu-

urrauuu u urrumu mu: Ne 8000|3; Cloulridimn Ietani A9 47I(Cvpenhagen), sens) N: 800013: Clzmridium lemni Ne 47! (Co-
stmrrpwu A‘: 2.78; Bordutella pzrtutsis Ii 38, Ne 39, N: 267. penhagen): Bordetella pertussis N: 305, N2 475,

E 305,N: 312, N: 4‘l5,Ns ‘I03. Bupyneumui unanu M2267, N2 38‘ Bupy:IeH'rsufi urrauu mu

SUI‘ KONTv0Jll MMMYHOFCKROCNI KJIIOIIIHOTD XOHTPOJII IMMYHOFCKHOCTII ¥DKJl|Ol‘.l.IHOl"0

In " ‘ ‘ " pertussis N-.=. |8323 xnunouema Bordelclla pertussis N2 I832}
17. Ynmcoaxa npenapa-r c xomzcpaamom no 1 ml (2 "p" F, , . c was no 1 an (2 npmnuo-r

Huenoau) I aunync.
no 10 auuyn I xopo6xe m

x
.

0
1‘6‘9

x.

«Hau_urma.u.uauuuupugaom . _

I9. Xpauerme

"ZQ" 0Q 20I8r.
0.B.An1’oueuxo

'l".H.l'lepe1'pyxuHa



9‘ CEPTI/ICDI/IKAT COOTBETCTBI/I51
‘ Ha npcmyxmno, mmzotxemzyxo B ep,1»m.bu't neperxem; npogyxunn,

nomemamefi o6x3a1'eAbHox71 cepm<pm<auun

N2 POCC RU C-RU.<1>M13.B.00098/19

Cpox Aex"xc1'3pm c 01.03.2019 no 28.02.2022

OPFAHHOCEPTI/I<I>I/IICAIIJ/I1/1 - ,h{«_»00g5(;Q7
per. N2 RA.RU.1 ICDMI 3 <t>e,r1epam.Horo r‘ocy,1apcTz3eHHoro 610)1)K8THOT‘O yupexcueuua "1-{ayI{Hbn71 uemp
axcnepmabx cpencrs Memiunncxoro npumeueumz" Mnmacrepcraa snpasooxpauenmz Poccxmcxofi dlenepaunn.
127051, POCC1/IX, ropozx Moc1<aa,6-p. Herpoacxufi , 11. 8, crp. 2, 3; 1 19002, POCCPU1, ropon Mocxaa,
nep. Cusuen Bpa>1(e1<, :1. 41, cfrp. 1; 121002, POCCHH, ropon Mocxsa. nep. HJIOTHHKOB, 11. 17/39, crp. 3.
.Teneq)oH +7499190181'8, +74992419463, qxaxc +749S6254350.0

; 3A51BPITEAb
A0 "1-1.110 "MHKp01“€H,’.‘; ‘P0061512. '

Azxpec: 1 15088, I‘. Mocxba, yn. llyfipoacxan 1-)}, 113.121. 15.
Tenequou (495) 710‘-3é7—8'7, cbaxc (495) 7783-88-04.

A
PIBFOTOBI/ITEAB
A0 "I-IIIO "Mm<poreH", Poccua.
Anpec: 614089, Hepmcxufi Kpaiix, r. Hepms, yn. Bparcxax, 21. 177.
HHH 7722422237.

mop, OK

UPOAYKHM OK 034-2014
Baxumia npoma xoxmoma, nuqnrepun, c1'on6Hsu<a 14 renarma B ancopfinpoaaanax (“EC 2003) (oxml 2)4 (Baxunna AKHC-Fen B), cycneH3ua mm Buyrpmummeqaoro asezleanx, 0.5 Mn/1103a 21.2o_21_1292
(amnyna) 0.5 MH :4 10 (naqxa Kaprounan).
Pemc'rpaunoHHoe_ yzlocrosepeuue IIC-001032 0T 01 .06.201 1 (11372! 3aMe1-[bl 24.04.2018), “°4 T}? B3131

2*’ § Bb1l1aHHOe Muuanpaaom Poocnn.
Cepnimbm Bmnycx.

COOTBETCTBYET TPEBOBAHI/DIM HOPMATHBHBIXAOKYMEHTOB
HC-001032-290916, I/13’MeHeH14e Nb 1

CEPTI/I<I>I/IKAT BBIAAH HA OCHOBAI-I1/[I/1 1 1
arcra 0 peaynbrarax auamaza cocrosmmz npovmzozlcrsa N2 141 or 05.12.1201 8; npomxona ucnurarmfi'2
N2 C1946/AA1‘I/1 8 or 01.03.2019 1*. Vlcnbxrarenworo uerrrpa axcneprrusbx Kanzecraa MCIIHIIHHCKHX
nMMyuo6uonoruqecmx npenaparos cbenepaixbnoro rocynapcraenuoro Gxonxceruoro yqpexcneuua
"Hayqx~mx’4 uexrrp axcnepmsm cpezgcrs Mennum-icxoro npnMeHeH1«m" MuHncrepcTBa snpanooxpaueuua
Poccufi clco fi<‘De11epa1um, arrecrat axxpezmraurm per. N9 RA.RU.21d>JI32 01* 29.02.2016 r..
a,z1pec: 119002. POCC1'I51_,’x*opozx Mocxaa, nep. Cnsues Bpamex, A. 41, c*rp. 1, 3.

' 3551.115?.



Cepaa

<DIIJlHaJI AU «HHU «mmcporen» B r. uepm. «uepmcxoe nuu «bnomen»
Poccwa, 614089. Uepmcxmfi Iqaafi, r.I‘lepm., yn.BpaTc1<an, 177

H17
1118£121: nunycxa

IIACIIOPT N2 1134 01 17.12.18
Barcurma npoma Koxmoma, nnqrrepnu, cronfinsnca H renarma B

ancopfiuponaunasl (flalcuuna AKJIC-Fen B)
cycnenaux dam suynzpwuuucermoeo eeedeuwl, 0,5 MA/0030

Cpox ronuocm go 0620
Konwxecnao )/IISKOBOK n cepun 40056

Aaasma npoaezzen no CDCII IIC-001033290916, mm. N21
N2 Hanuenonarme Hopma no H11 Pezysmrarm ananmos
n/n noxaaamuefi
I Onacazme Foaaorez-max cycnemm: acmmsawo-fienoro unma. Fouoreuuax cycnemw! uccnronaro-écnoro uncm,

paznezuuomazcx
'
npn cmarnm Ha Gecunemyzo paznemuoulasca npn cronmm na Gccunemyno

npoapav-nxymc axmxocn. u pwclbm oca.-more >Ke:1TonaTo~ flp()3pa‘iHyK) xaumocm H px.rx:n.m ocanox >xe:rronam-
ficztoro uscra, nomtocrmo pasfinmaxounmca npn fienoro uracra, nozmocmo pasfimaaroumficn npu
ncrpnxnaawm 3c1pmmBamm

2 flowmrmocm: koxmumuufi Ilpenapar zmzmcex o6:Iaz1a11» nmmynoreuuoli Ilpenapar odnanaer Ituuyuoreunoii arcrxxnnocruo n
xounoucm, Lxuqnepniiuuti axmanocmo a omomemm xcnxuxoro xomnonema omomcuun xaautoro xounonewra saxxmuu n
ROMHOHBHT, C‘I‘OJ16HSI‘-mblfi Baicmmu H ooaepacan. HBsAg 3 Teen: «in vitro» cnnepmn HBs.Ag B was «in vim)»
Komnomem, HBsAg

3. Pafmep uacnm. Cycnemwz npcnapara, oéipmysomaxcn npu Cycnemux npenapsrm, ofipaaytomastcx npu
ncrpxxnsaum-I, zxoznxua cnoéozmo npoxonnn. a umpnu ncrpuxmzumn, csofiomio npoxomrr a umpmx nape:
‘ICDC3 Hmy N9 0840 umy-N2 0840

4 Bpcw: cenuaxcnmmioanofi Cycneuaus npenapara, oépazynomaxcs npu Cycnetmm npenapma, ofipaaytoumacs npu
ycrofiuuaocmx — ncxpnxsmamm, uc zmzmcna paccnaunarbcn 3 1-eqeime xwrpnxunamm, ac paccnanaacrcu a ‘re-{cane 3_,_5_ mm

2,5 mm
5 pH Or 6,8 110 7,4 Z,l_9_
6 Mexammccxue uxmoqcnmr Bmumuc Mexanw-xecxne mcmo-aemm 30:1:-Hum Bu.-mmue Mexamnecxne arena-xermx orcyrc-usywor

omyrcrnonarb
7 Hannexaemxié o61,e.u He Meuee Homunansuoro 0.5 wt
8 Cwpwxbnocn. Ilemxexi 65m» crepumumm Cmpnnbnufi
9 Auouammas mkcmuocm flonmeu 65m. ncmxcu-mum He Toxcymnmii
10 Cneuzminmccxas llomaceu Gun. 6-caonacnum Bciaonaceu

Gezonacuocn.
I I CneuHd)II'-Iecxaa B 1 Mn npcnnpzna .»'103r:KHo 6:»:-n. Hpenapar coztepmn" 3 lm

axcruanocrh mt Meuee XME Koxmouuioro xomnoueum, 2,2 ME xonanownsoro xonmouema,
-xoK:nomm.m KOMIIOHCHT He MCHCC 60 ME zlmjrrcpuiinoro amrronccrma u 1_oy_,; ME .r1udrIcpHfiuoro auamxcuna.
-;1m|m:pufiHufi xom1oHem He Menee. I 20 ME croniinsx-moro amnuxcnna. flgfl ME crozxémwnoro auawoxcxma.
-cmnfiusunm-i n<or.monerrr Omouxcxmc zxoau pedzepenc-npcnapara nmmyuoremaofi Omomemae zxoau petllepeuo-npenapara mmynoreuaofi
- l'{BsAg ancmanocrn renamnmro xomnouema aaxuunu npoms asmmnocm renanmaoro xomnoaema aammm npcmn

Koxmoma, :.mcI)Tep1m, cmnfimrxa H renarura B KOIUIIOIII3, zxuqmzpuu, cronfilmxa u rcnarma B
azxcopfiuponamtofi, nmusaxouxeii nmpafioncy annntn K a.:1cop6nponaHHon, nuausmomefi aupafioncy 8HTlfl‘&.7I x
HBsAg y 50% Muweii (E059), K ED” ncnurycmoii HBsAg y 50% Mumefi (E050). K ED5.-, ucnuniexoé
naxumm nozmcno 65:75 He Mcnce 0.5 3 Teen: «in vivo». nanunmu __1_,fi
Cozlepxcaune HBsAg nomxao 65m. 3 npenenax il5% 01‘ Conepzxaum: HBsAg is we're «in vitro» 2§_% at
uommamanoii aeim-umu B 'rec'1e «in vitro» nounmmbuofi acmnmml

12 Ilonnora copfiuuuz B 1 Mn uanocaaolmofi z<H;u<oc'm npenapara .no.rm<Ho 61.175 Copéuwl nonnanz
-z1uq)1epnm«rmii KOMi’l0HCl{‘I‘ Ht‘. Gonee I Lf mxqvrepunnom anaroxcuua Meaee lLf/am,
-cmzxfiuawuuii KOMUOHEHT B 1 Mn Ha.1oca:1o\IHoI‘»i xcnnxocm npcnnpara nomlmo 61375 Meme 0,} ECiwI,
-rexxammmfi Kcmnouem He fionee 0.1 EC C’r0.’15H5l‘IHOI‘0 auawxcuua

B 1 Mn aanocazlotmon xcumtocns npcnapam xxwuxno Menee 20 Ht‘ HBsAg
65m. ne fionee 20 HI‘ HBsAg

13 tbopuansnertm He 6o:1ee I00 sucr/my ggg mzrlxm
14 Arllommmz mnpoxcun 3 01' 0,6 :10 1,1 .-ar/wt 9_,21_ MI‘/M3

nepeclxem Ha amosmmm
(A133

15 x‘[po;,3;,0,3.;1.;e,.m,,e Corynebactcrium diphthcriae PW-8 (Massachusetts) Corynebacterium diphtheria: PW-8 {Massadnsazfl V
mTaMMH (N2 800013). Clostridium lemni N: 47!, E 228; Bordetella (N2 800013). Ciustridimn temni NE 471. fiilvi fi, ‘

pertussis M239, N2267, M2305. N2312, N2475, M703. Bordctel!a;ac11tL=.sis.\‘239,.\‘2267. 3&5. .‘&\-$?5,&?‘63.
N2l8323 (mpynewmmi 'rec'r-ummm). II1'raM.M-uponyueur N2I8323 fmpyzxemuufi mmmmwx 1111335»
- Pichia pastoris C226 (N2 MCB 120040), Soercvisiae nponyuem sun noxyvrcmm HBsAg - Hams pofiumpin
RAH-O41/p20 (MVKPM H~2203);Hans. pnlymorpha KET- KET-99fpHi3—Sl.
99/pHB—5l (.¥2V’KM Y-2924D): Hans. polymorpha KET-
98/pHB-50 (NQVKPNI H-2412)

I6 Ynaxonxa Ho 0,5 M2’! (omaa npmmswmnx no-an) 3 aunynu H3 cmxna.
Ho 10 aMny:x ynaxonuaaror 3 Kotrrefi nep (axsiam-nu).l
xomefiucp (axnanum) c mmpyxuuefi no npmaeueumo H
cxaputbmcampon aunynmaum (npn Heofi xogmmocm)
nomemaror B nanny as xapmna.
B coonercrrmu c ¢CH

/llymuucsa E.A.!
/Hepeaoatmxoa A.B./
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Poems, I 17991. Mocxn. yn. ‘ ' , so-Muuua. W10,
$ HEX PAH."ItI)pa. 1|

Tullupaxc: (495) 30-74-29

. T eaq_;uoMsn%og_e_:_:_

IIACIIOPT N2 fl4__-I_7

Baicunuu rena1'In'a B pexomfifiuaumofi npozlakenoii

Cepx-Ix Ne 205-0417 Kornfi onhusm N2 OBTK §_1_4_

Cpox ronnocm no (_J_L2_0_2_l_ Konnqecrno ynaxoaox $31
KOHTQOJIL naxumm remmna B pexoM6m1aamoi1 ;1po>xx<eaoEx ocymecraneu 3

coomcrcmmx c IDCI1 P N000738/01-191107, Hamel-xemumu fDCl'I N2 1,2,3.

1Ia'ra posmnaa 1 1.04.2017

KOHTPOJIB BAKIIPIHLI

TECTLI CIIEIIHIDI/IKAIIJ/I51 PE3YJILTATIaI\
Omlcarme Fomorenuaa cycnemna 6enoro c Pouoreunax cycnemux 6e.noro' ceposa-rsm drremcom uaera, 6ea unera, 6:3 aunumtx noc1-opommx

anmlublx nocropouunx mmxoqeunfi ,pasnenmomancx npu
sxnxoqcmm, pasnemnotuancx npu cmnnuu Ha Gecnaernyso
c'rox1-um Ha 6ccuae11-ryto npoaparmyvo‘ xam_xoc1's H puxnsxfl
npoapa-mylo aauucoc-rs u puxnuii ocanox 6enoro c cepona-rsm
ocanox Genoro c ceponanm orrremcon nnera, nenno
orreuxou uaera, ncnco pa36nna:oumficx npn 3c-rpxxunamm
paafilinaronmficn upu
ncrpaxnnar-um:

,IIo,L_|,m||n-xocn, Hpcnapa zzomxex-1, conepmrrb Hpenapar COl1€p3I<Fl'l' HBsAg
HBsAg . cyfirnmu ayw ‘I-i adw
Concpxmme 061-IOBHOPO Mououepa .
c ylonekynxpaon uaccoil 24000 1 96,0 9’-

- I000 lla H erojnmepa rid nomxno ~
fiurs uemme 95 %

llucnepcuocn. Cycneusun nanumu, Cycqensm saicuuuu, ofipazyuomancx
oépasyromaacs npn npn ncxpaxnnumu, He
ncxpnxnaaunu, He nomxna paccnausaercx 3 Tc-Iemac 5 mm H
paccnausarscu 3 revenue 5 mm H cnofionuo npoxomrr a umpxm Ilcpea
nonxcua cBo69g1Ho npoxomrrs 3 nrny N2 0840
umpmt -copes Hrny N2 0840

Ilocropomme llomwmu arcyrcraoaan , Hocropoaxuc munortcmm
nxmoqenml o‘rcy'rc'rny1o'r

pH .
0: 6.4 no 7,4 5,9

Hounnammuit He ueuee 1,0 pm (sapocnax noaa; _
0o‘61.eM _"

0
1 azpocnau nose mm 2 nemxne‘

0 0 now) .
He Meaee 0,5 Mn (jzercxcaa non) 0,6 Mn



VCEPTI/I<I>I/II<ATCOOTBETCZTBI/I51
ua npmyxnmo, nxuuouennym s emnmfl nape-tear: npmyxuma,

nouuexcamefi ofixaaweamofi €eprrm1>n.xa1mu

39 POCC Ru,<1>M13.A23334
Cpoxgeiicrauxc 05-03-2018 no '

'
opmuno cE1>'m<mxAum»1 - N.g per. N9 RA.RU .1 HDM13 dienepanbuoro rocynapcrrsenuoro firozmcen-mro yupe>1<‘::|e{n3x?x;‘}"1?:1§1't§¢ufi uewrp
3xcnem'u:zmcpe;1c'ra ME.='£[‘H(lI4}!CKOI‘0 npnmeueuus" Mmmc'repc"r3a upaaooxpanennx Poccuiicxoii cbeglcpaunu.
127051, P(')C.‘C1/151, ropo,-'1 Mocmm. 6-_p. l'1'e1‘poac1<Hii. 3. 8, c1p.2. 3: 1 19002, POCCMS1, mpua Mocxna.
Hep. (fiimuca Bpasxex. :1. 41. cw. 1; 121002, PO=CCH}1,,ropoz1 Mocxuamep.1'L1o’mm<oB, :1. 17139. cm. 3.
Te.=1e¢)0H (495 234-61-06. drake (495) 6115-43-50.

'

.2 3A5lBi'i_TVEAI-2
_ A0 "H110 "MnKporcu".

. /-Lipcc: _v.'1.i1y6po3cxan 1-:1, Anna. 15, r. Mocksa, 115088.
1?: ’ ’1‘e:xe<1xoH (495) 710-37-8?, «pane (495) 783-88-04.‘

’ HHH 7722422237.

%?lr59?'?RE;l:&AL£'(p0I‘€11" Mmnixpaaa Poccua.
Aapec: 5:1. Houopoccniicxasl, ,3. 105, r. Y{ba, Pecnyémuca 5auu(op’roc’raH, 450014.
141-111 W22292838. *

Rog, OK 005 (OKII):
0 Y1GH*15(3b . . r T ~ ox (:34-2014IXEHI Iéhcnu gm rLpHmi0—C'l'O;‘l0Hfl*1HblH oqnmenuuii 3,i1COp6Mp0B3Hl4bl1’£ m.“.1.2Wxm)k,lm 2)acuzucuii (A,r’.1C‘-auamxcnu), cycneuzmu mu: BI-Iyrpnmsxmcwuom Bacacnma 313:13, .126

aMny.1a) 1 .\‘lil x 10 (xopofixa).
Perncrpmmouuoc y.-1(>cwuepem4e .-N's. f1C—000331 01 21 04.2010 1:. 130,; TH BSA Pocmn:
am ucpeot3)@pM:|eHnu 04.06.2013 r.. nhsnaunoc Mmnapanom Poccnm. '

Cepma V28. Cpox rommcm: no 052021 r.
Hapmsz 5258 ynax.

L.

OOTBETCTBYET TPEBOBAHI/l}lMHOPMATI/IBHBDKA0KYMEHTOB
.?1C-(100331-1901 12. HSMEHCHKSI N.‘ 1, 2, 3.

1 8 r. HU1’lbl’I?|‘l‘€‘I1bH0l“D uempa zaxcnepmzm Kamecwa
ue:u1u:4ucxm umxynofinzxxoruuccxnx npenapama (be,3ep:nm1oro rocyaapcraeunoro 6Io,a12h'emor'o yupemimtsm
“1-1:1) tmmfi uemp :2xcrIepm3u cpcucm M€3.|1l.lIdHCKOl'0 npuMeHeuma“' Msmncrepcma mpasotnxpanemm Poccm"1cKofi
<I>e,r1epaunu., a1'n:craT akxpemmuuu per. N2 RA.RU.21<I>}l32 oT'29.02.201fi r., a,-zpecz 1 19002, POCC.‘P151.

1 mpu,-'1 Momma. nep. Cusuen Bpamck, :1. 41, cvp. 1. 3.‘

/,,».:,»
., ‘ gggaq pylcommreax)

‘ ~<..,__°:j”,”.%g;~angn
rfcpnwqanxmrun

.
K I

/.2 ‘-

I/LC. (Deep

C.K. Armuena



dm.:man A0 «IIHO «Mmcporen» a r. Ydaa xdimmynonpcnapat»
-150014, Pecnyfi nmca Enmxoprocnul. r. Yqaa, ya. Honopoccuiiucan, ;.1.I05

TIACIIOPT N2 130
Haxmenonamle npenapara noH11 Ana1o|:cuunu¢u _

" crn ‘ -uu.1i‘(.. -“
ancopfiuponamluii muumii(AJ1C -mlsrrokcml),

cycncuzam um: B.HyTpHMb|HI€‘lHO1"0 asczlemm 0,5 Mninosa

Ccpnx 3728 __ ,Zla'ra ablnycxa 0418
KOEIWICCTBO .4Z yn. Cpox ronuocm no 0521
Anamu aunonuen no KDCI1 I1C—000331—l90l 12, mm. Ne l,2,3
N2 Halmeuoaanue 'l‘pc6oaamm no 1-{I1 Peaymmrru auamna OETK (OKK)
n./n noxazarenefi ,

I. Ormcamae Cycncsrmx me.-11 oanro-6c.1om uucra, pame- Cycncn-um x:e:rmxa7o—6cnoro uxwra. pa:mc:mo-
nsnolu ‘I upu 01 rrrauuamm na npotxparmyw mancx npn uxcwaunauuu nu npozpauuywo unno-
Haaocaao-mym ‘Il\'|UlK(’CT'b u -accmosaro-Gzmufi czuxo-mym vxmucocn. M x<c:nomno—6e.umii
px.rx.1s.m ocanox. nmmocrmu pa-afinsznoxuuficx puxnufi oca:1.ox,'nonuoc'ruo puzfinauaxuxnumcu
lip}! sup-I flpll B(;Tp=I

2. llomnmn n. llomscu 06:xa;m'rI. 1xMuynoreuuo1“: axmmlocrlao, O6.-'1a;1ae'r nmmynorennofl axrnmuoctmo,
ofiecneunnax '3amIrry a'r neiicrmlsr Auqmrpnmuoro oficulc-mnas aauuny or nuicraim ,v1m1rrv:pnfi-
n cro.-*16mnmom roxcnmon now u cro.16Hn'(IIomTo1-u:mI0n

3.‘ Mexammecxm: H3 315 aunyn us 60:16:: 9 zmnyu c B 315 a.\In}':1ax M¢X8Hll‘ICCKllC memo-«cum

mcmmexnm Mexammcckmxm nxruo-zcuunms orcyrrrsywr
4. Idmsxckacaruii o61.cM He Mcucc nomtmlmmoro He Mcmzc 1,0 M}!
5. pH Or 6,4 A0 7.3 6,9
6. Pamcp -mcnm Cycncmm1up<:napn1‘a, ufipatxyumxaxcx upu ac1psx- Coorue'rc'myc'r

'
xunnuuu, zxosmma cnofiaium npoxogurrz. a umpuu
‘(apes “my N2 0840

7. Bpeun ccznmcxrramuonunofi Cycnemun rrpcnapa1'u.o6pa3y1omaxcanpn nc‘rpaxu- Coo'r1ac1'c'ruyc1'
vmufmxmucns aamm, ne ixoznxuxa pacczmusaa nca wqenue 2,5 mm

8. Ctqmabnocrh -" 65115 crcpmmm M C‘1epn.1MILu”¢
9. Ailmsansuaa 1'oKcwmoc11. ,-’.1o.=uxc'n 61.111. Iunoxcwulum llorroxcu-uuam
I0. Cncxmazm-cczcxnn ,:’_1o.=nxcu fiun. fixrsonacnwu Bcaorxacuuii

6e3onacuoc11.
ll. Cneumim-aecxau £1omxeuo6.1a:m11. Imuyrxnrcsuuofi axn'uuuncn.m.

a1\TmmocIb n cozxepamrn n 1 ms:
He Menec 60 MB z1Mdn'cpIn‘&Imm anaroxcnua 106 ME/Mn
uc Meuce 80 ME cmnfilm-more anxroxcuw: I60 MEiM.'=:

12. flomiota copfitunl B 1 2.u1u:u10ca.'lo-uuofi mun-ocn: npcn , u
0-uunemm u ;I.H()prcpufiHo- aoznmo fiun uc 6o.IIcc l Lf -copfinpunauuoro Mcmze 1 Li‘ uc - -wp- nponmmom nHqrrcpIn‘»'mo-
no aua-roxomna .-mq>1cpm"mom ma ro uuaromzmaa

oimmeuuom cmn6mumo— B I an Hn.'1ocamo-mofi zxn.1xo«:m npcnapmn Meme 0,] EC , fiupouauuom cm.-':6Hsn-
ro anaroacuna .10.-11<no 6»: n. m: «Sonec 0,1 EC ucasscopfinpouam mro auamxcnua

now c'roa6m1-more mmroxcuma
X3. ¢IopMam.m:ru:1 I-{c éoncc 100 Mxr/m1 29 Mxrlwx
H. Amomamul rwlpokclul He Gonec l,l Mr/Mn 0,9 Mrlmu

(H0 )
IS. T1-rumepcaa Or 85 :10 I I5 Mxr/Mn 100 sucriun
I6. flpommzcraelniuc Cotyncbacluium diphlhcriac PW-8, (Massachu- Coryncbaclerium diphtheria: l’W~8, (,‘ 2355:1-

mmmm seus).‘-\'=-800013 ' )N2-800013
Closuidium mtzmi N-: 471 (Copcnhagcn), N3 228 Clostridium mani N9 47! (Copenhagen)
mm M: 154

I7. Yuaxonka Ho 1 am (2 upuamao-m..::: ;1om)3 awry.-'uu I I0 1 an (2 npmmno-mu: now) u auxzyxm.
Flo 10 mmyn n xnpoéxe In xapxoua c nucrpyxxuncfi no 10 auxxyn c nncrpyxtmcfl
no npxmcucuum u cxapm1mxa‘ropu.u .'.mILy.m.Iu.m. no 1 pumeucwzuo a K0p05Ke H3 xam-om.
Ilpu yxxanomw a.\my.u, muemnmx uaceqxy, xom.uo Anny.-11.1 mumor 1:om.uu ofinoma.
mm To-my ofinom, cxapnqnumup smnynmlufi
He nK!l3.?I.HEal0T.

I8. Mapxmposka B coomcrcrnuu c ¢(.'l'l JIC-000331-1901 I2. Cooracnmzycr
IB.\l.N‘£ l,2.3

19. xpanemw ‘ Hreuncparype or 2 no 8 ‘C. " , m: nonycxncwcx.

sycr Tpefionaumm d>CI'! ."IC-00033]-I90] )2, mm. N2 1,2,3

UL/_ " _l7.f 2013 r.

I . B.F.Kn3aKoa

/W’ 'l‘.A.llcrpemco

K». MKPO
"

2
W(Ol§gg\l\r§u 3
\ {C“:(s



Pl}t:11Afl dJEJ],EPAll11fl
CEPTI/ICDI/IKAT COOTBETCTBI/I51

H8 IIPOAYKIIHIO, BKAIOHCHHYIO B eAflfl bI finepeqem» HPOAYKILHH,

nomemmefi oéaaarenhnofi cepmtpmcamm
N9 POCC RU.<DM13.A23357

CPO“ Aefi c-1-Bun C 8 no '

OPFAH I10 CEPTI/IIIJI/IKAIII/IPI
- : per. N9 RA.RU.l 1<DM13 ¢e11epa.nbHoro rocynapcnaeunoro Sromxewuoro yupex]g§e(1)19n1"£1<1§1;r7I1ji1bxi«’1 uemp

. axcnepmsu cpencm Mennuuncxoro npumenenua" Mmmc1‘epcTaa anpaaooxpanenna Poccuiicxofi Cbenepauun.
= =1 127051, POCC!/I51, ropon Moclusa, 6~p. flerpoacxnfi, L1. 8, crp. 2, 3; 1 19002, POCCM51, ropon Mockaa,

nep. Cmsuea Bpa>KeK, 11. 41, cm. 1; 121002, POCC}/171, ropon Mocxaa, nep. F1no'rHm<oB, LL. 17/39, c'rp. 3.
Tenetbou (495) 234—6l—06, cbaxc (495) 625-43-50.

igt, 3A}IBI/ITEAI:
1.9., A0 "H110 "Mmcponjeu", Poccux.

_f«Anpec: 115088, r. Mo,cg<a'a, yn. llyfiponcxaa 1-fl,,E1BJI,l1. 15.‘
Tenecbou (495) 710-37-87, (bake (495) 783-88-04.
1/IHH 7722422237.

I/I3I‘0TOBI/ITEAI:
3 CDFYH "H110 "Mm<poreH" Mmmxpana Poccma. Poccma.

Anpec: 450014, Pecny6J1m<a Baun<Op'roc'raH, r. V4321, y.n..HoBopoccyn7IcI<as1, L1. 105.
1/1HH 7722292838.

‘

O M
1 K01; OK 005 (om): E.

1;‘ 11lI?!aT% C'I‘0J16H5l“1HblI71 otmuiennbm azxcopéupoaaumufi )Km11<uFI(AC-auaroxcun), (mmH 2)
1‘

cycneusmn mm I'lO)1l<O>KH0l‘O saenenux, aHaToI<_cm-1 c TuoMepca.x1oM(aMnyna) 21_20_2l_l26
1 Mn x 10 (xopofixa Kaprrounaa). A
Pervmpaunounoe y11ocTo3epe1-me N2 J1C-000434 or 04.05.2010 r., RCA TI} B3A Poem":
nara zamenu 25.10.2017 r., sbmaunoe Mnnanpasom Poccnu.
Cepmx V33. Cpox ronnocmz no 07.2021 r.

1 1
;.r (95

flaprua 11824 ynax.

COOTBETCTBYET TPEBOBAHHSIM HOPMATI/IBHLIXAOKYMEHTOB
IIC-000434-251017. -»

Cl'lE[I)I(,)'¥(¥Eg}1a Hcn'II:I%1In)+H% N2 Hi°7§’115;§\‘?1?f1a’1a14‘1”5.0s.2oxs r. V]Cfl bITa’l‘eJ1bHOl"0 uenrrpa sxcnepwzbl xa-aecnza
Me,uvumHcI<ux MMMyH06lri0J'l0l‘H'-IECKHX npenapamn ¢e11epam.Horo rocynapcrsermoro 6IO)DKeTHO1"0 yqpemueunsl
"Haytmbxfi uemp axcnepmsu cpencna Mezmuvmcxoro npumeueuua" Mmmcrepcnsa zmpasooxpauennx Poccnfi cxoii
(Denepaunu, a1'recTaT axKpem«11'auMu per. N9 RA.RU.21<1>J132 01' 29.02.2016 r., anpec: 1 19002, POCCVISI,
ropon Mocxna, nep. Cuauea Bpancex, A. 41, CTp. I, 3.

t
F

‘Cl'K'l'eAI> pyxonomreu)
gpfa/sf cepm([)In<amm

3 1/ r-,(.’-‘
14v‘-;',‘,;’:\II\9-‘y{:AQ“v";'1°q‘

/V‘

( )""1. J. '77 9 " . e T axcne 7" ..... .P P
HOMIMED

M “M M"

3A0-On our Momma 2014 -8» IM 6HavmN:05-O5-093 HCPCDT3 M9789 Ten ' 495 726-47-42 wwwo ion ru



Cbunnan A0 «H110 «M1-ncporen» 3 r. Yqaa «flmmynonpenapm»
450014, Pecnyfimma Bamxopmcran, r. Yqoa, yn. Hoaopoccniiclcasl, 11. 105

IIACIIOPT N2 210
Haumenoaanue npenapara no H11 AHSTOKCKH cronfiuauusxii o-mmeuul-.11’: ancopénponannuii zxmucnii

(AC-anamxcnu)
AHBTOKCHH cronfinmmblfi

cycneH3w: 0/uz noéxoo/cuozo aaedeuwa

Cepnx Y33 llara nsmycxa 0618
I(onnqec113o nponyxmm //I/ yn. Cpox ronnocrn no 0721
AHaJm3 BBIIIOIIHCH no H11 JIC-000434-251017

N2 Hanmenonaxme Tpefioaamm no HIE Pesynbrarm a.na.1m3a OBTK (OKK)
n/n noxazarenefi
l. ‘Onncmmc Onanccunpyloman muucoc-n. Genoro uncra c >xcJrrosa- Onanccuupylomaa zxuxucocn 6cnoro uncra c anemo-

nm o1'reHKoM. Upu o-rc-raunamm pasnenucrcn Ha pux- aamjmu o1-mmmu. npn orrcranaamm paanenacrcx Ha
nsm OC8J10K 6enoro mm 6e.noro c )K€JlTOB3’l'blM o'rreH- psixnbm ocaaox Genoro c 2xen'rosa'mM o1'reHKoM
non use-m, nerxo zxucnepmpyronmficn npn Bc'rpxxH- uncra, nerxo nucneprnpylomlmcn npn nc1psxn—
namm, u npoapa-myro éccuacruylo Hauocano-myro Baum, H npospa-myno 6ccnne1-nyro nanocano-myro
xmnxocrs aumxocn

2. Homxmmocrs flomxen ofinana-n. rmnynorermofi mcnmnocruo, o6ec- 06.nanac'r Imuynorem-xofi alcruanocmo, o6ecne-
ne-maaa aauurry or ncncraux c1on6mwnoro Toxcuna vmnau aanurry or neficrnux c-ron6Hn-more TOKCHHI

3. Mcxnnuqccxnc Bunnmne Mexammccxue BlUl|O'lCHfl )l nomxnu Bmumue Mcxalmnccxnc nxmowcx-ma o1cyrc'nay|o1'
axmoqenmx orcy-rcrnonan.
pH Or 6,4 no 7,3 6,6

5. flpoxommocn. qcpea Cycneuaml npenapum, o6pa3yrotuaxca npu nc1-pnxu- Cycnenarua npcnapara, oépasylomancn npu aclpnxw
nrny aamm, nomkua cno6ozmo npoxomm. 3 umprm -xepea Bamm, cno6om-Io npoxomn 3 nmpuu ‘lBp€3

nrny N2 0840 urny N9 0840
6. Bpcmx ocmmcx-rrauuounon Cycnenanx npenapara, oépaaymmaxcx npfl ac1paxn- Cycncnaun npenaparra, o6pa3yIon1ancn npu ac-max»-

yc-ron-maocrn aamm, He nomxna nonnocmo paccnannanca a sauna, ac nonnocmo paccnannacrca a
Terlemie 2,5 MK]-l Teucuuc 2,5 mm

7. C'repu.nLuoc1'b Llomxcn Gsm. crepnnsnuu Crepunsubm
8. Cneuuqnmecxan llomxcn 65111. 6e3onacHuu Bcaonacnsm

Gesonacnocrb
9‘ Anomansnaa T0l(CH‘lHO(.'l'b llonxcen 65111. Herokcn-Iusm Heroxcwlubm
10. Cneuuqmuccxan flpnnuaotman noaa (0,5 Mn) mm qenoneka nomxna 86,4 ME

an1mHocn. o6J1a.ua11. armnnocruo He mace 40 ME
11. Ilom-tom copfiumt B I M}! Hanocano-moia muncocru conepxtamle nca.n- Menee 0,l EC neancopfinposam-Ioro CTO115HJl"~l-

copfiuponannoro cwonfinn-more anaroxcnna He .uomx- Horo anaroxcm-xa
no npcnuman - 0,1 EC

12. Tuouepcan OT 85 no 115 Mlcr/Mn 103 Mxr/Mn
13. ¢opMam>1lerIu1 He (Sauce 200 mu‘/Mn Menee 20 Mxr/Lin
14. Amomumn rnnpoxcnn He 6011:: 1,1 Mr/Mn (a nepcc-Icre Ha nmoulrumfi Al”) 0,9 Mr/ml
15. Maanencaemhm 065:»! He Meuee nommamnom 1.0 Mn
16. flponanoncrnennue Clostridium tctani N9 47] (Copenhagen), N2 228 Clostridium tetani M 47] (Copenhagen)

urrammu
1 7. Ynaxoalca Anaroxcnn c Tuouepcanom no IMJ1 (2 nprmnnomme Anaroxcun c mouepcanou no IMJI (2 npnnunow

nom) 3 amnynu. Hue 11035!) n amlynu BMCCTHMOCTMO I MIL
Ho 10 amnyn a xopoéxe c mmpyxuuefi no lTpHMeHIvI- no 10 anmyn n xopofixe m-tcrpymmefi no npuMene—
mac n cI<apnq>m<zrropoM. nmo.
Hpn ynaxonxe mmyn, mwetomnx Hacetucy, xonhuo Amnynu Imelorr Konbuo o6noMa.

- o6noMa, cxapuqmxarop He 31018111-maror.
18. Maplmposxa c H11 nc-ooo434.2s1o17 Coorncrcrnyer
19. Xpauenne

V

3a1<mo-Jenna: npena - :

0.B. Alrnouemco

T.H. Ilepewpyxuna
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5?} BI/IO
CMumK11m?I-I Euveu — Euoued

CEPTHQHICAT KAWECTBA
Bapu.r1pmcc®

(Baxnnua upo11n3 nerpxnoi ocnu mums arrenynposannas)
.JInoq>mm3ar niu npnrorosneann pacrnopa nan nonlcomnoro anenennx

Cepuxz 32060918
1 noza

K0:-rrpoxxsusrii nouepz 06 VAR

O6zeM cepm-1: 62 426 nos (62 426 ynaxosox)
llata nponsaoncmaz 27 arrpemt 2018
Cpox ronaocmz 31 Mama 2020
I/Icnnrrannx nposencasx no I-III JICP-001354/08-290208, c
K3M. 1-3
Hpousnenenoz
:moq>mm3aq"31060918 n3 oeptm «in bulk» XVARB757A1
gacrxgzreirs 27160918 in cepma «in bulk» XD01C800A1

Hamueuosaane . Pesyuhranx
uolcasawenefi Tpefiosamm Em Ha" ncusrrannfa

Baxnuna npornn Bgpmoi ocnu xmnaa arrenynpoaannaa. Cepxm: 31060918
Amopqmax Macca mm nopomorc or KpeMOBO-
xcemoro no cncmo-xcemoro maera;
noccranozneansxfi upenapax — npoaparmaa

Otmcamze )KE11KOCTI> or XCCJITO-p030BOI‘0 no pososoro 28.09.18 coornercrnyer
msera.
Onpenanemae nposonsrr Bn3ya:x5m.1M
MCTOIIOM.
Hpenapar nomxea conepxcarz. nnpyc

Honnnnnocn Xg:I1::e€.Q:fl n;o Ig%fl i:ne fi 28.09.18 c0o'I'BeTc'n3ye'r

ceponefimarmsaunn.
Conepxomoe (pnaxona nonxazo uormocrsro
pacraopsrrzacx B reqcane 2 MIKE npu

Bpemn pacnzopenmz ::: n%: mm 28.09.18 comnercrsyer

Orrpenenenne 1Ip0BonxT Bnayamnmd
Meronom.

llpoapa-moan. He nomrcna npenmnars onanecnemlmo
noccranonnexmoro avranona 1. 28.09.18 coo'r3e'rc'r3ye1'
pacrnopa Otrpencnemae nposonsrr no F<1‘! XII.

0'1‘ 6,9 no 7,4.
pH Onpenenexme npoBoIvl'1' 28.09.18 7,0

norcmmomerpxmecxma MCTOIIOM, no 1‘<D XII.
Mexammecxne Banmrsxe mauoqemax noxmcam
swuoqennn orcyrc-r3o3a'rz.. V A . 9
noccranoanennoro Ofl peneneazneUpoaowrr no Feb XI. ,:

‘J; ' 28'OQ'18 cwmflmyfl
Ilbeuapara W V I ‘A ' 9'

He 6oI1ee 3,0 %. J ‘T3. g ;;;.f «,
Bona Onpeneneane npononsrr Me1:onoM KLD EnIc§a' f2&E09.1§}; 0,7 %

no Pd) X]. , . “*~ 2.3‘ $5
Crepmxbnocrb Hpeuapar nonxcea 65m:

1
".31 <t9.e9.1£;‘-“,.=‘ coo1:Be'rc'rBye1'

KOTMSI BEPHA . ‘C'rp.ln34



CEPTI/ICDMKAT COAOTBETCTBI/151
Ha npo,I.gy1un~uo, Bxuoqttmyio B emmnfi mepaqema npogyamua,

nomemamefi o6:13are.uaao1’t cepmqnsxamm

N9. POCC RU.<DMO8.805167

(?po1<;:.e1'1c'rBmIc 17.09.2018 no 17.09.2019

.. ‘ OP1"AH 110 CBPTH<I>Ivfl 1<Al],K1/I 056 1
_ H ¢1>.-M05’ OPITIJH 1'10 C'.EPTl4’fD14K.4£l.l1H J7.“0JYK[1111I OELUECTBO C 0f?A‘~HI¥‘IE.HHZ_3h'

OTBEYCTBEHHOCTBIO "0iCPY)1\’f:'O}7 IIEHTP RUHTPOJM K.«1‘i'£‘C7%B.-1 ". abpec apzausaaaaiaaz-.' 315.239. 2. Maczasa. ya.
Macmepxosa. ('1. :7. am. 5, mm. 1, mm. 1, adpec cpeam: no cepmu¢uxa2;au: 11528-1'}, POCC‘fi }I, a_z}=zz3‘ yn.
Ifacinepxosa. 0. 4, am. man; (-75?5)788—02-88. r,bnAz" (~'J95)6.75—4.7-89

_..3AXBHTEAb
= CDFEH3-' "<!J."~1!.11'!-I’I'!.-'7 u.-u. MJ7. '“/ymawua PAH".

?
gfiiHH ."7.'*’5 1 0238-17, Aopec : I 058 /9, 2. :\[aa‘xsa,nocwIeHv4¢ Mam-oecxutl, nocwtox I-lncmumyma na-'mo.m:e.'mma,

- ‘ :dOH-I08/10¢)-B‘H'£leZ 8, Kopn. 1.I"ev1e(,bu;1.‘¢5'(-#95145’-if/-90-02

i

H31’OTOB]4TEA.b
I t.0f‘5H3" "'fiHL(HPl7'!7 um. M17. ‘lymrmea P1111", HHH 7751023841 108819. 3 Mozrxsa, noceaemze Mocmercxmi, nocezxox
f Hncmumyma HI)'.'IJO‘\!]1L’.'2‘Ilm!I, rirurmz.-.v<7(h-u:a° 8. mpnyr I , Pm"<'wI

KOA, OK
HPOAYICHIUI ox 034-2014 (xmzc

V Yemzpcmaemtoe rpcocnwo: Sufi axnmuca (Bamwa nc:.7n»w.we,mmmax nepopail-mmvi,
2008) tolmm):*

(m}rxea.'1eNmJia1z. ozcueax ammenyupasammsz 1. 3 munos), pacmaop om npueuua cmympe 9.2 2t_2o.21,124
4:7/2303:: 2 MJI (‘1 D 603). qhaavcomu (10). nuaxu mpmormbw. 61:1: .veue6«o-up-atfi-unmanuuecxux u' um:um.4114u—Iy)0t,bM3uI\'Irr1(¢:‘¢(JKlIx yuxpewcd an :41}. mm TH 83,11

‘ P)’ M1 J7/7-0035!! om }3.03.20J6 (Bantu 3(£.Mk!Hbl 23’. M2016),
,3 cepuzi-um? awn)-'c'x

:- COOTBETCTBYET OBA1i1r15iM HOPMATIIBHLIX AOKYMEHTOB
./7I7—0035I]~/80316 usu. M 1-2

CI:'.PT1rI¢I>I/IK.-‘KT Bb1A',A.1-.-I HA ocnosgu-um
mmopm npouasaaumerm M 558 am 18.07.2018, npomaxo/I ucnumrmmi /S9 325;2I§-05/I8 (cgpug 136:) am 24.08.2018 031‘53/

';IrI:‘r2’Ll33/.40Cfk=fl? Pocadpasuadaopa (igvacnaapcxuiz q51z.ww1). ammecmam R§a;0DQ1.2.! (OM61.
.Cep:ny4mcamcaomqemcmaux cucmambz Meuedzvcuerima acaeecmsac C§oan¢a4e43b6poaa3£tfy§5¢”t*¢pma$§iauxatI$:u RJCT PM
3?OCC RU.}1d>99. K06926, app): deticmsux c 14.09.2018 2. ea 14. 09.202) 2., 000" #em@ mumpaua rra-uzanea".

I/1HtI>OPMA1.[1rI.5i
mgprce. - 2 soda, npu macs-mepamype cm 2 do 8”C‘ -.;:_6£§u:a'er.::,x2'2'_3{.";

 (a;aMec-r1.n:e4Lu pyxouowrem)



3 Bun: C-rauzxgrau nanunnacmn qmpna Huuuue: Flacnopt

IDIIJIEPAJILIIOE IOCVAAICPBEHHOE BIOBJKETHOE EAEMHOE YHPDKKEHEE
«cvenepnmunull uayqnull uerrp nccneaouunll I pmpafio-not nmuynofinononneucnx npennpa-ton nu. MJL Hyunmn PAH»

108819 Poccniicxaa Gene nmm,:_-opon Mocxna, nocuxeuue Mocxoncxnu. noclnox flncrn-u-ranonuoumm
'1 oopua Mr. :1: N: oaamooo I Bcpcnn: 02

ATFECTAT AKl(PE1J,lrl'l‘A1IHH HCTILITATEHLHOVI JIA.EOPATOPI’M(I.[E1-ITPA) Ni POCC RU.M01.12<bB1l

IIACIIOPT M II?’
BnBaK uonuo

(Baxumza nounomnenmnaa nepgmJm1aa,mayxna.nexrruan, mean a-rrezxyuponanuas: 1, 3 Tnnon}
Homep cepnn .

144
Komqecmo

- '
am]./qmax. 24 730 .,

- 3 cepma:
'

E
Hpouaso,-zcrnemmfi mramu Arrenyuponamznxe un-ammm Caénua Kommecrao naqex

2 473anpyca nonuounenma 1, 3 nmon: cepmx:
1 THJ1 — LSc 2111) Ram nmnycxa; ,3 mm — Leon 12a1b Cbenpama, 2,

_ Homcpa ccpxm pafio-aux noceanux: 201 9 I‘. 1
:5 mnl-808;nm3-951 '

,' Konmiecmo 1103 n amn./qmax.: Foncn no: rrpn reuuepauype mmyc 29%‘. u
*5

10
nmxc - 2 rolls. _

’

;3 npn remneparype 01' 2 no 8".’ —
6 Mecmen __E.,.

5fiiClEIT:\HHH IIPOBEJIEHBI 110 an JIII-003511-180316, I/BMEHEHHE N: 1; J»: 2

EF T Hanmeuonaune nolcaanrun Tpefionuma H11 JIII-003511-180316, nzmellelme N: 1; M2 hxxyabranx nonrpoma

i OIIHCRHHC Ilpospsmnan muncocn 0'1‘ xccnmsaro-xpacnoro no Hpozpaqnaa xmm(oc'rL
E

1
pO3OB0'-MaJIKHOBDl‘0 UIBCTE 563 0631138, 563 BPUIHMEIX ;Ken-I-033-1-o-KpacHoro ugera

gr - noc-ropommx axonoqemaia 663 ocamca, fies nuxmmszx ;
} nocropoul-mx a1o1zoIxe1mié___j
. . - |' HOIIJIHHI-lOc'I’5 Baldlmia nomxaa Gun. runocnemubnquon u i
I conepxcarb amnynpoaaunue urrauuu supycoa Cumxepme ‘rm-pa cocrannmv
J. , . nonuouuenma ‘run 1 H ‘mm 3 _>_ 233 1g

'
I

{I 2. Tm-p wpyca nomxeu 62.1-r1. cnmxeu B npucyrcrnnu ;
cmecz GhIBOp0'1'OI( nnarxocmqecxmx ssrrepoanpycamx .f

% Moaonanenruux cyxux IUD! peaxuma Hempanusanuu 5

;_ V. 1 n 3 nmon He Meuee ‘ICM Ha 2,015 __§
3; Hpospaql-[oc1'5 Bamanma nomzcaa 65m. nposparmon. coornercnyew ‘ '

1. Hnemocn. Baxmma nomxna Gun or xcen-roaaro-xpacuoro zxemoaaro-Kpackoro
‘: " no posoao-Mwmuoaoro Imam lwgqj-a
S 5. Plsnnexaeuufi o61.eM He Menee nomnuamuoro He Meuee HoM1»ma.m.norr-
E’ 5_ pH or 6,8 no 7,2 5,8 .

‘7_ C'repu,rn,:-zoo-n, Baxuuna zzomxua 61.m. c1-epmmaofi mpmhfl o J
_‘ . Cneumbmecxaa Jlomxcua conepxam. n onnon npmmnotmon nose 5
2 8_ axcmanocn. flfldiexunommx emmm1(Y1E) H‘? M33655 PIE Iran 1/ = 10”‘ ‘

1'mn— l0"° T111150
3 'nm— 10’-5 TI.UI5u

I/IE /mu 3/ = 105-“

TcpMoc'ra61»mb1-Ioc'rb T:-rrp anpyca He nomxen camxancx fioneo ‘WM Ha 0.5
lg noc.»-ue nporpcaauwz sammuu npu 37 °C 3 -reqcane
48 H 3 cpanaeumvx c xomponsuumn ofipasllma

Peaynsrar nocne npoi-penarr.-vi .
0,28 lg

Ynaxonxa Ho 2,0 MJI (‘J 0 1103) no qmazmnax I-IC-3, yxynopenumx
peannonmm npofixamt, aanamuoaanmmm
wnomunnennmn xonnaqxamn. Ho 10 nbnaxonon
nouemam n naqxy H3 Kaprona K0pO50‘{HOI‘0 c
nncrpyxtmen no nplmeacr-[mo

coomemrnyer

‘ Mapxnpoaxa B coo-rse'rcn1m c I-1,11

r
I

‘
3AKJ'HO'-IEHI/IE:

Cepm N2 :54’?
a-rreuynponanaoii 1, 3 -mnon gg
uzmeuexme M 1; N22

It" {'7'/’ » (#435/(;;,‘5’z_ 2.0/,!’ r. Hatranshyx
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