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Poccuticrasn Gedepayus, HEIAPTAMEHT
. gg’ 142143, Mocxoseran ooaacme, 2. Todaneex, ¢. Hoxpos, yi. Cocnosas, 0. 1 KOHTPOJII
‘{m' mea/are: 7(495) 926-21-07, E-mail: info@petrovai.ru KAYECTBA
HACIOPT Ne172

Hassanue npopykunn  Tpesenap®13 (Barumua  gns  OPOPHIAKTHRE  NHEBMOKOKKOBOH nuperun
UOIMCAXADUANAS,  KOHBIOTHpOBANHAH, agcopbupoBanmas), Cycnemsms s
BRYTpPHMbIIIEYH0r0 seegenny 0.5 wu/nosa

Py JT-No(002354)(PT-RU) Hepsuynas ynakoska 1 npmy

Howmep cepun

Hara npoussozersa

070625

102024

{omen o

Konuuecrso npogyximy & cepuu

491 529 ynakosox
092027

Awvanus ssimonses o HITJTT-Ne(0023 54)-(PI-RU), Paszen 1.3.2. momyss 1 PEruCTPAHHUOHHOND J0Che

Ne Hanvenosanue noxasartenei Hopma B coorpereramy ¢ Pesyasrarer uensiramumit
w/a PETHCTPAMMONHLIM J00hEe
L. Onncame Pomorestas  cycnensus  Gesoro | Tomorenuas cycnensus  Genoro
upera. uBeTa
Hcrpimanue npoBOAST BUBYAILHO
II0CJIE BCTPAXUBAHYA
2. | Hpenradugayns Hovxen Gsits  monowutensabill | PesynsTaT MOMOIKHTONbHLIH Ans
pesyapTaT I kexoro us 13 | kakmoro s 13 THEBMOKOKKOBBIX
[THEBMOKOKKOBBIX 1IOHMCAXAPHAOB | TIONHCAXAPUIOR cepoturion: 1, 3,
cepotunos: 1, 3, 4, 5, 6A, 6B, 7F, | 4, 5; 6A, 6B, 7F, 9V, 14, 18C,
9V, 14, 18C, 19A, I9F u 23F u | 194, 19¥, 23F w Genka-nocurens
Benxa-nocurens CRM g7 CRM 97
3 Hzenexacmurit ofnem He Meree HOMUHANLHOTO He menee HOMUHANBHOTO
4, | pH Or53 no63 87
&, Bakrepuanvubie sugororcans: | He Gonee 12,5 E5/mn Menee 12,5 EX/mn
6. | CrepuasnocTs Tpenapar gomxen Ssirs CreprmsHsiif
CTEPHALHBIM
7. | Anemupuit 010,20 o 0,30 wmrfan 0,26 mr/mn
8. Hosucopbar 80 010,014 100,024 % 0,017 %
Ot 0,14 no 0,24 wmr/un 0,17 s/
9, Besiox 0B Ot 43,0 no 86,0 Mxr/ma 58,3 :mKr/vn
10. | Besox camaimmii/’ i\z’{e menee 70 % 95 %
11 KomsuecTsennobd i \
1o 5,7 mrr/vn Lo 3,9 mxr/ms
Homucaxapun 1o 5,7 mxr/wn 3 - 3,8 Mrr/vn
Homca\apm 3 10 5,7 mr/vn 4 - 4,6 mer/vn
A0 5,7 mxr/mn 5~ 4,1 mxr/vn
1 1o 5.7 mxr/ssn 6A -~ 3,9 mur/mi
or 6,2 no 11,4 mxr/vin 6B ~ 8,4 mir/v
or 3,1 .m0 5,7 s TE « 4,0 mxr/vn
or 3,1 5o 5,7 mur/vn OV « 4.3 Muo/ms
or 3,1 10 5,7 mur/sn 14 - 4.2 mur/vn
o1 3,1 10 5,7 Mrr/w 18C - 4.5 yxr/nin
ot 3,1 1o 5,7 mxr/vn 19A - 4,1 mrr/mi
o1 3,1 10 5,7 mxr/an 19F =4, 1 mxr/sn
o1 3,1 10 5,7 sxr/an 230 4.3 mxr/vor
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o Hanmenopanue noxasarenss
n/u

Hopma B coorBerernuy ¢
PEUHCTPAUMOBHBIM 10ChE

Pesyasrare: genprrauni

12, | ¥naxosxa

o 05 MA B LINPRU
BMECTUMOCTEIO L ma wm
IPOIPAUHOro BLCLBETHOrO CTEKIA
{tun D)

U wnpag u 1 crepuneras uria o
HABCTUKOBYIO YHAKOBRY,
SANCYATAHHYIO  NONUITHIEHOROH
TACHKON

| nnacTuxosas ynakoska Byecte ¢
JHCTKOM-BIJTABILEM B
KApTOHHYIO [AUKy © KOHIpOIeM
TEPBOrC BCKPBLITHS Witn 6e3 Hero

o 05 wn 8  wopuy
sMectumocTsry | M W3
Upo3payHore Gecusertoro crexna
{ran)

I ampug w1 crepunsnas wena s
TACTHKOBOH YTIAKOBKE,
3ANCUATAHHOR  HONUSTUNEHOBOHR
TUTEHKOH

| nacTrkoBas yriakoska pMecte ¢
JHCTROM=BRIAABIIEM B
KapTOHHON ‘mauxke BGes Kourpons
IIEPBOTO BCKPLITHA

13,

Mapxuposra

Ha oTuKerKe umpsiE Ha DYCCKOM

Ha sTHKeTKe MIPULA HA DYCCKOM

A3BIKE YKA3BIBAIOT:
TOPTOROE HAHMEHOBAHHE
npenapara © UpenynpeauTensHon
mapguposkod ®, obwenpunsroe
(rpyrEposousoe)
HAUMCHOBAHUE,  JIGKapCTBEHHYIO
dopmy, nosuposka {o6sem Jo36 B

MIL), [P YTIPEAUTENBHbIE
HepoucH: «Ilepen
HCTIONE30BAHNEM XOpomo

BCTPAXEYTE.», «CTepUasHo.»,
HOMED CepuM, JaTy WCTeYSHMUS
cpoka TOLHOCTH, nary
HPOU3BOKCTES, 38BOICKOH
HASHTHQUKAHOHHBIE KOA (KOHBI)
TPELIPUSTHH-TIPOUIBOANTERCH,
Jlatunexumy  Gyksamu  yxasad
JoroTHn xomnanuy Plizer.

Ha xapronHo# nauxe wa pycckom

ABBIKES YKAZAHO:
TOPTOBOE HauMEHOBAHHUE
Upenapara ¢ NpeaynpesuTebHoH
Mapkuposkoil ®, obiienpuusaroe
(rpyanuposousoe)
HAMMEHOBAHHE,  JIEKAPCTBEHHAS
(opwma, no3uposka (0bsem 103561 B
M), HPeRYIPeAUTENbHEES
Hamnucu: «llepen
HCTIONbI0BAHKUEM XOpOIUo
BOTPAXHYTE., «CrepuitbHo,»,
HOMED CepuM, HaTa HCTEUEHHS

Cpoxa FOAHOCTY, Jata
APOU3IBOACTEA, B3ABOACKON
HASHTHPUKAUMOHHBIH Kox

PCHANPHATAN-TIDOW3IBOIUTENEHA.
Jamanckamy  Gyksamu  ykasan
noroTHI KoMrtanmy Plizer.

Ha xaprounoil nauke Ha pyeckom

A3LIKE YKA3hIBAOT;

Toprosoe HRHMEHOBAHHE
npenapara ¢ fpeaynperuTensHol
Mapkupoexolt ®, obwenpunatoe

{rpynITHpOBOYHOE)
HAHMCHOBAHYE, HAUMEHOBAHWE o
CTpany DepRaTens
PETUCTPAIIMOHHOTO

YHOCTOBEPSHMSA, HANMEHOBAHYE U
CTpany NpeanpHATAA ~
NPOMSBONMTENS,  TpPENTIPAATHA,
OCYIICCTRISIOWEr0  BIOPHUHYIO
YIAKOBKY, HpenTpUsTHUs,
OCYUIECTRARIOUIET0

BBITYCRAOUMT KOHTPOJIb
KaueCTBa, JICKAPCTBEHHYIO (hopumy,
KOAUHECTBO  f03,  JOBHPOBKY
(obsem 03B B MIT),
KOMILNEKTHOCTE, HAUMEHOBANUEC U
copepKanye HEHCTBYIOUIHX
BELIECTE B OAHOH R03€, 1EpeueHs

A3BIKE YKA3AHO:
TOPI‘OBOE HAUMECHOBAKHMHE
nipenapara: ¢ npenynpeiUTebHOMN
Mapruposroi ‘®, obwenpunsITos
(rpynrnuposoUHoOEe)
HauMEHOBAHKE, HAMMCHOBAHUE 1
cTpana Jlepatens
PErHCTPRLKMOHHOr0
YAOCTOBEPEHNS, HANMEHOBAHKE U
crpata NPEnTIPHATHA-
POUIBOMTENA, NPEANPUATISA,
OCYINECTBILIIIIErO  BTOPHUHYHO
YIaKOBKY, TPENNPHATHSA,
OCYLUECTRIMOLUErO
BHIMYCKATOLUH KOHTPOIb
KaYuecTna, JIEKapCTBeHHAZ QopMma,
KOIMUECTBO 2103,  HO3MpPOBKA
{oGsem 0361 B ML),
KOMIUIEKTHOCTS, HANMEHOBAHUE U
CoepIKaAHHE AEeHCTBYOLIHX
BELLECTB B OOHOM 1038, MepeHeis

BCTIOMOIATC/BHBIX  BELISCTE  C | BCHOMOTATENLHEIX  BOUIECTE ¢
YKA3AHUEM KONMHECTREHHONO | YKA3ZAHUEM KOMAYES]
COMEIRArIA AABIOBAHTE | COpEpPHAHUS

ON\CaymeBa ranecnsa\Omder obecnevenun xavecmea\ pynna Qorymenma

rayecmeost\OIT-YK-081-11
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S Hanmenopanue noxazareses
w/n

Hopma s cooTBeTcTERN ¢
PETHLTRANHOHHBIM JOCHE

Pesyavrarsr ucnsrranmii

(amomunug doear: 0,125 mr (8

nepecyete Ha AHOMEHMH s
YCIOBUS XPaHSHHS,
UPEAYIPELNTCHLHEE  HAAMUCH:

«Crepunbio.y,  «Xpauurs B
HEAOCTYIHOM Mg HeTeld mecre,n,
«llepen HCITONBSOBAHNEM
npouTHTE JHeToR-BRraamsly,
«llepen venosmpaosanmem xopotuo
BeTpRRHYTHY,  «He  mromurs
BHYTPUBEHHO!», YCIOBHL OTIVCKA,
HOMED Cepud, ATy WOTeYCHUR
cpoKs POAHOCTH, aary
HPOMBBONCTEA, WITPUR-KOL,
3aBOJCKON  BACHTH(HKALMOHHBIH
KO {(xons) MPSHTPUTTHH -
NPOHBBOIMTENEH, '
Jatarekuvn  Ovksamu  ykasaw
noroTuir koMmnaunyg «Plizery.
Lonvexkaeres HaneceHme
HHOOPMANMH IS  MOHUTOPUHIA
JBHIKEHMS JIEKAPCTBEHHOTO
npenapara (METONOM. eYary Win
CTUKEpOBAHKEM)

(amomumua docdar: 0,125 mr (s

nepecyere Ha ATHOMUHMA),
YENoBUs Xpanerua,
NPEOYUPEeAHTENbHbIE  HAIHCH:

«CrepwibHo.»,  «Xpawuts B
HEJOCTYIHONM AA8 JeTeH ‘MecTe.»,
«[epen UCTIONB30BAHUEM
npoyTHTe JIHCTOR-BRAa bl »,
«llepen-ucrons3oBanKes XopoiLo
BCTPAXHYTHY,  «He  meomwTs
BHYTPUBEHHO!Y, YCHOBUA OTIYCKA,
HOMEp CepuM, JaTa HCTeHeHws
¢poka COIHOCTH, nara
NPOU3BOICTEA, WTPUX-KO,
32800CKON  MaeHTHGURAUMOHHEIH
KO NpeANpUATHIA-
DPOUSBOAUTENEH.

Jartyackumu  Bykpavy  yrasas
noroan komnanuy «Pfizers.
Hamecenma  undopmanus  min
MOHUTODHHIA JBIOKEHIS
JIEKAPCTBEHHOrO npenapara
{(meronom nevartu)

14, | Venosus xpanenna

Xpauurs B XONOHHIBHAKE
(2-8°C). He samopamsars.

Coorserctayer

15. | Cpox rognoern

3rona

3 ropa

Hacriopt noarorosun

Creuuanuct no xagecTsy </

e n
sy

%4
"~ OV 0¥ Q048

Yurakosa AA.

(Donseaveme)

Sarmovenue:
Haspanue nponyriw

(rodnuc)

(pacwsudposra)

lpesenap®l3  (saxuuua amm HPODHAAKTHRE  HHEBMOKOKKOBOI

HHDEKUHE  NOMHCAXAPHIHAY, KONBIOTHPOBANHA, ancoponpoBanHasn),
CYCUensus Ui BHYTPHMbIBIe oo seenerns 0.5 ma/nosa

Homep cepun:

070625

CootsetcTayer TpeSosatuam HJJ JIT-Ne(002354)-(PL-RU), Passen 1.3.2. MOAYJIS | DErHCTPALHONHOrO JOCKE

-

i s = . A e it
{?‘:/ 27 A A
S & [Qa0CHIC 15

et
s

y

-

nuwﬁm»)

ON\Cayoreto kaveemsa\Omden obecnevenus xauecmenl Dynna doigsenmea 1

xeeemeo\OII-Yic-081-11

By
wxﬂa agj_’;ﬁx’

0 [V
obyuenus\3anomnnesoie Hopmery
%

{pacuandpogsd)

1.4

X




PA3SPEINEHUE
Ha BROJ B IpaxkHaHcKui obopot B Poccuiickoll Penepanuy cepuy Wt TapTHA
npousseertoro B Poceuickolt Genepanuu unyu sBosuMoro B Poceniickyro denepanuio

UMMYHOOKOJIOMMYECKOTO IEKAPCTBEHHOrO Ipenaparta
Ne P006-00110-77/02617363 ot 08.07.2025

Beigano OOmectBy ¢ orpanuyensoi orsercrsensoctiio "HIIO Ilerposaxc Dapm”,
Poccus, 142143, Mockosekas o6nacts, I. TIomomsck, c. [Toxpos, yin. Cocmonas, m. 1,
VIHH: 7702302492,
(HaMMEHOBAHKE FOPUANHECKOTO JTHNA, opuInieckuH agpec, HHH)
Denepanpuas cayxba mo Hagsopy B cdepe 3ApABOOXPAHEHMS HA OCHOBAHUH
saxmovenus Mcnerratensrolt naboparopun MockoBckod 1abOpaTOpHH  KOHTPOI
Ka4ecTBa JiekapcTBeHHBIX cpencts PI'BY "MMIIBYAOCMIT" Pocsnpasranzopa
(HauMeHoBaHUe HenepPaNbHOrO FOCYIEPCTEEHHOTO BIOKETHOTO YUPeKACHHA)

or 07.07.2025 Ne 1363JIK-11/25 paspewmaer BBOJ B rpaRIaHCKHIL 060pOT
{nara) (Homep)
B Pocenitcxoit ®enepauuun HMMYHO@I/IOJIOI‘H‘I&CKGFG JIeKAPCTBEHHOTO Npenapara
Ipesenap® 13
(Topropoe HauMEHORAHME)
Baxuusa nns npodunakTuky MHeBMOKOKKOBON HE(EKITHH TOMMCAXapHIHAS,
KOHBIOIMPOBAHHAS, afcopbupoBanuas
(MEXIYHAPOAHOE HETIATEHTOBAHHOE HAMMEHOBAHNE (IPYIIIUPOBOMHOE HIIH XUMUUECKOE)
CYCIICH3HUS 1 BHYTpUMBIIIEYHOro BRefenns 0.5 mn/noza 0.5 mi -
LpuIe! (1 mIT.) - ITAaYKH KapTOHHBIE /B KOMIUIEKTE ¢ UINIOH/
(dopma BeImycKa (¢ yKazaHHEM NEKAPCTBEHHON (OPMBI, IOSUPOBKH, (ACOBKHA) M KONUHECTEO B YHAKOBKE)

cepun 070625 , 00beM cepuu wnum maptau 491190

2

(Homep cepuw) (KOMUECTBO YITAKOBOK)
ropen go  09.2027 ,
(CPOK rOZHOCTH)

npouspoacTea [baisep Alipmoun apmacsiorurans, Upnanaus, Grange Castle Business
Park, Clondalkin, Dublin 22, Ireland (mpomssomurens (rotosoit JID), HepBHYHAS
ynaxopka); OOO "HIIO Ilerposaxc @apm”, Poccus, 142143, MockoBckas oblacts,
r. Hononsex, c. Tlokpos, yi. CocHosas, m. 1 (BTOpuuHas YIAKOBKA, BBIILYCKAOLIMH
KOHTPOJNS KayecTsa).

(HAMMEHOBAHKE U 4/1peC TIpOH3BOAUTEA (¢ yrasafiuem cTanuit ipoH3BOACTRA)
Pernmpauum{ oeyaocTosepenme Ne JIIT-No(0023 54)-(PI"-RU) ot 17.05.2023.
ﬂepma’m}g% permcrpa&ﬁ@;{xmm yoocroepenus [ldatisep WMuk, CIIIA, 66 Hudson
Boulevard HastNew dorkN.Y. 10001-2192, USA.

(HaumeroBaHue, agpec)

S

H.B. INapxomenko

JOXYMEHT NOMIHICAH
IEKTPOHHON HOANHCHIO

Cepruuxar 2D IBA4ADRIBEDILIBDI2G3FE2CCBCSY
Bangeneu Iapxovenxs Jorepudt Beesoasomru
Hetiersarenen ¢ 07.04.2025 1o 01.07.2026




