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CepTI/I(i)HKaT aHaJM3a 1 COOTBETCTBUSA JICKAPCTBCHHOIO CPEACTBA

Hanmedoramue: BAKIIUHA ITPOTUB JUPTEPUU U CTOJBHAKA (AXCOPBUPOBAHHASA), KOXJIIOA
(AHEJUIIOJIAPHAST) Y HOJMOMHAENTA (MBAKTHUBHPOBAHEAS)

Cranus npouecca: KOHEUHAS CEPUS
Homep nmaptun: M0329 )

O6bem / Konugecrso: 151 624 IUT
Yenosne xpasenna: +5°C+-3°C

Jara usrorosnenss: 09 JEKABPA 2015

SANOFI PASTE

Kon marepuana / Kon crarsm: 1012489

JHo3zupoexa / Axktusrocts: 1. JJO3A

Jlexapctaennas popma: CYCTIEH3MS VI HHBEKLIMH
Qopma BeIycka: | LIPHIT x-0,5 MJI

Cpox roagocti: 31 OKTSBPS 2018

KOHEYHAS CEPHS
Tect (-b1) Kpurepuif npuemiemoctn PesyanTar ,Z[éra y*mep;x.uennﬁ
Onucanue Benoparas, MyTHas CyCleH3us CooTsercTayer 05 ®PEBPAJLT 2016
Memodox susyanvrozo ocmompa »
HisBinekaeMsiii o6peM He meHee HomuHansHoro CoorsercTayer 12 DEBPAJLS 2016
B coomeememeuu ¢ Eeponeiicror :
Dapmaroneei
pH ot 6,8 no 7,8 7,5 04 ®EBPAJIA 2016
C ROMOUILIO CTREKISIHI020
9AEKMPoOd
ConepixaHue aTFOMUHUS ot 0,20 no-0,45 mr/mozy 0,42 mr/noza 08 DEBPAJIA 2016
Koxnnexcoriomempueti
Conepixanue GaKrepHanbHEX < 100 ME/noza < 0,25 ME/no3a 04 OEBPAJIA 2016
IHIOTOKCHHOB
C nomougvio JIA/I-mecma
Tecr na crepunbHoCTs B OtcyTeTsyet pocT MUKpoopraHusmos | COOTBETCTBYET Hauano ucnsiranus
otHoureHuH Sakrepuit i rpr6os . : 18 JEKABP 2015
Memodom menbpannoit 3aBepineHHe HCHbITAHMHS
Quavmparyuu 01 AHBAPs 2016
ToanmuuHocTs mudrepun Honosxutenbubiii (Brinonugercs, ecay. |[lonoxurensasiit 05 ®EBPAJLSI 2016
Memooor LUMINEX He BLITIONHEHO HETIBITAHKE METONOM
ummynoauddysnu) )
Honnunxocts cronbusxa TlonoxyTensaniii (BEMONHACTCS, €CIH. | []oN0sKITeNBHbIH 05 QEBPAJIA 2016
Memooosr LUMINEX HE BBLINOJIHEHO UCIEITAHHE METOLOM
uMMyYBouddY3UH)
TlonnugHocTs kokmowa (OIA) TlonexarefibHbll (BHIMOMHAETCS, €CH |[JonoKETebHbL 05 ©®EBPAJLS 2016
| Memooom LUMINEX HE BBIMCIIHEHO UCABITAHHE METOLOM
HMMyHoauddy3mm) _
ToanHHHOCTE KOKTIOMWHOTO TlonoXuTENBHEIH (BrinosTHseTCs, echH | T1ONOKHATENBHEL 05 OEBPAJIA 2016
aHATOKCHHA HE BBINIONHEHO UCTILITAHKE METOZOM -
Memodom LUMINEX HMMYHORH(DY3HM) X m\\
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SANOFI P4

Cep'mquaT AHA4JIM3a U COOTBETCTBHA JAEKAPCTBCHHOIO CPEACTBA

Hanmenosanune: BAKIIUHA ITPOTHB JJUPTEPHY 1 CTOJBHAKA (ALCOPSUPOBAHHASA); KOKJIHOILIA
{(ALEJIIOJISIPHAST) ¥ ITOJIMOMMEJINTA (MBAKTHBHPOBAHHAL)

Cranmus nponecca: KOHEYHASA CEPHA ‘ Koa marepsana / Kog-cratsn: 1012489
Howmep naprmr: M0329 Josuposka / Axtusrocts: 1 JJO3A
O6zem / Komyuectso: 151 624 HIT Jlekapersernaspopma: CYCIIEH3HA 151 HHBEKIMHI
Venore xpavenus: +5°C+/-3°C ®opma eimycka: 1 IUTTPHILL x 0,5 MJI
~ Jata nsrotosnenns: 09 JEKABPS 2015 Cpox roguocty: 31-OKTABPH 2018
Tecr (-51) Kpurepuit npuemiaemocTs Pesyaprar Hata
- . YTBepXKAEHHS

TlopnuHHOCTS BUpYyCa TonoxxuTensHeld (Bsmonusercs, ecny (HonoxarensHsii 05 OEBPAJLA
[MOJTHOMHETHTA ' He BLUIONHEHO WCITBITAHHE METOIOM ' 2016
Memoodon LUMINEX uMMyHOIHbbY3RH)

JEKJIAPAIIHS IIPON3BOTUTESA

Hacrosmuy MoATBEPKAAK NOMIHHHOCTE M TOYHOCTD BINEYKA3aHHBIX JAHHEIX.
3ra cepus NpOnyKTa GBI M3rOTOB/ICHA HA HEMKE YIIOMAHYTOM y4acTke (ax) B ITOMHOM-COOTBETCTBHH ¢ Tpebopanuamy GMP
(Hannexameit ITpouseoncreenyoi ITpakTki) i cnemHdUKanuaMy: PerdcTpalildoOHHOTO YAOCTOBEPEHHS CTPaHbI-HMIIOpTEpA.

O6Inee sarnweHnE: CoorseTcTBYET

OnobpeHo B 37I€KTPOHHOM BHIE *: Hms Emmanuelle Stevenin
Jara 28 CEHTABPA 2016 12:14:13 UTC +2
VYnoanomoueHnoe JHMO
Jenaprament o KayecTBY B PACHPOCTPAHECHHIO
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: Crpannna 2 u3 3
Bcs uE(GOPMALMS, MONHOCTHIO WY YaCTHYHO, COAepIKAINaics B JAHHOM JOKYMEHTE, SBIACTCA KOHQUACHUMAIBHOH, IPHHAIEKUT
KoMIaHuK sanofi pasteur wid adUAMPOBaHHEIM KOMIREHAM. HiopMauna He Moxer GEITh H3Nata uny onyCIHKoBasa B MOGBIX Benax
HEeYTOHOMONEHHBIMU MM TPETHUMH JHLAMHE, B 060K QopMe 6¢3 IpeaBapRTeTbHON0 TTHCEMEHHOTO coriackd sanofi pasteur.
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SANOF| BASTEUR 2

Cepru@uKaT aHAINU32 H COOTBETCTBUS JIEKAPCTBEHHOI0 CPEACTBA

Hanmerosanue: BAKUHA ITPOTHB JTUOTEPUU K CTOJIBHAKA (AICOPBHPOBAHH AA), KOKJIONIA
(AUEJIIOJIAPHAS) ¥ NOJIMOMHEJHNTA (MHAKTHBUPOBAHHAS)

Crapus nponecca: KOHEUHA S CEPMA Kon mateprana./ Koa crateu: 1012489
Howmep maptu: M0329 ' Hosnposka / Axrasnocrs: 1 JO3A
O6nen / Konvectso: 151 624 INT Jlexapctaerras gopma: CYCIIEH3HA lZUUI VHBEKLIANA
Venosue xpanenus: +5°C+/-3°C ®opma Beimycka: 1 IHITPHITx. 0,5 MJI
Hara mrorosnenns: 09 JEKABPS 2015 Cpok roprocti: 31. OKTABPA 2018
Hanmveropante B apec NPOU3BOIUTENA Sanofi Pasteur SA,
» 2, Pont Pasteur

69007 Lyon Cedex 07

HpowuzBoacTBEHHBI} YHaCTOK:. Sanofi Pasteur S.A.,
’ 1541, avenie Marcel Merieux
69280 Marcy I'Etoile.

*: BhUUEYNOMSHYTad SNEKTPOHHAZ TOAIIMCE FOPHAMYECKH 00g3aTe/lbHa M OKBHBANCHTHA DYKONHCHON NOANHCH NHUA,
cornacHo Tpebopannam GMP n 21 CO3 Yacru 11.

Bes undopMaiyis, TONMHOCTEIO WK YaCTHIHO, CONEPRAIAnCS B HAHHOM NOKYMEHTE; ABngeTcs kondunenmman -"ﬁ.
komnaHuy sanofi pasteur wiwr addunMpoRaHHEM KoMnaHusM. Budopmanus He MoxeT GBITS H3ZAHA WK o'r_lyﬁn HOBA




CemeimKaT aHAJIu3a M COOTBETCTBHSA JEKAPCTBEHHOIO CPEACTBA

Haumenopanue: KOHbIOI MPOBAHHA ST BAKLIMHA JIJEI TPOPUIIAKTIKY UHOEKIUHN, BHI3LIBAEMOH
HAEMOPHILUS INFLUENZAE THUIIA b

Cranus npounecca: KOHEYHA S CEPHSL Koz marepnana / Kox cratbu: 1011998
Homep mapruu: N1D10 Hozupoeka / Axruenocts: 1 JJO3A
Obzem / Konmaectso: 105 370 1T : Jlexapcreennas popma: JIMOOUITM3AT «
Venosus xpanenus: +5°C+/-3°C ®opma peinycka: GIIAKOH 1 x 0,5 MJI
Hara usrotosnenus: 21 AITPEJISA 2016 Cpoxk rogrocri: 31 MAPTA 2019
KOHEUYHAYA CEPHSI
Teer (61) KpuTtepuii npuemiieMmocta Pesyanrar JaTa yreepxaenns
Brewnuit Bun Benerit romorenHeli nuodunusar CootBeTcTByeT 17 IFOHA 2016
JHOQUIM3UPOBAHHON BaKLMHEL
Memodom gusyanvnoir oyenxu )
Breumnuii Bun nocre becuperHslif, npospauHslii pacTeop CooteercrByer 17 M¥OHA 2016
BOCCTAHOBJICHUS
Memodonm suzyanvnoii oyenxu v _
pH ot 6,5107,5 7,0 21 MIOHA 2016
C nomouyuio cmexnaHHo20
anexnpoda v
OcMonsnsHOCTE 2200 mocmons/kr 409 MocMOnB/KT 21 KFIOHA 2016
Hsmepenuem nownicenusn mouxy
3qMep3anus
Copepxanue dgocdhopa Conepxanne docdopa.or 0,67 no 1,01 [0,81 mrr/nose 24 TIOHA 2016
Ilo Heny MKr/no3za
Copepsanue nonucaxapuza ot 8 10 12 9,61 mxr/nose:
MKT/Ho3a . , ,
OcrarouHad Blara Cpennee <3,0 % 0,9 % 20 UIOHA 2016
o Kapny Quwuepy
Coaneprxarmme caxapossl or 31,9 no 53,1 mr/nose 42.4 mr/noze 22 UIOHA 2016
Honspumenipyeii _
Conepsxanue cBOGOIHOrO <13,5% 6,4 % 07 CEHTABPA 2016
nonucaxapuia
- [Memodom evicoxoshghermugnoi i
anuoHO0OMENHOT Xpomamozpagul
€ UMNYALCHBLM
aMnepoMempudeckum
Qemexmuposanuex (HPAEC-PAD)
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Crpannua 1 133
Best nupopMaLust, NONHOCTEIO MM HACTHIHO, CONEPHKAIAscs B IARHOM IOKYMEHTE; ARIAETCT KOR(GHACHLMATbHON, NPHHAANEKHT
komranuy sanofi pasteur uau adduavposaiineM xommarusM. Hudopmauus He MoxeT GBITs H3JaHA /K OyGIHKOBaHA B JHOOKIX UENTX
HEYDOIHOMOYSHHAIMY HIIN TPETHUMA JTMUEMH, B oGoH (opme Ge3 npensapuTesHOTO MMCEMERHOTO coracuy sariofi pasteur.




SANOFI PASTEUR + 5

Ceprml)mcaT AHAM3a U .COOTBETCTBUS JICKAPCTBCHHOrO CpeaACTBa

Haumenosanne: KOHBIOTAPOBAHHAS BAKUIHA JJIS IPOGHIAKTHKH I/IH@EKL[PIPI, BBI3LIBAEMOM
HAEMOPHILUS INFLUENZAE TUIIA b . ’

Cranus npouecca: KOHEYHA St CEPUA Kox marepnana / Kox crate: 1011998

Homep maptum: N1D10 Hosuposxa / AxtuBHocTs:. 1 JTJOSA
Obsem / Konmyectso: 105 370 IUT Jlexapcreennas dopma: JTUOOWIH3AT
Vcnosus xpanenns: +5°CH-3°C Dopma einycka: PJIAKOH 1 x0,5 MJT
Hara usrotosnenns: 21 AIIPEJIA 2016 Cpox rognocti: 31 MAPTA 2019
KOHEYHAS CEPHS
Tect (b1)Teer (b1) Kpurepuii npuemaemocrn Pesynprar Jara yreep:xnenns
TopmuuHOCTS: IONKCAXapHaa Tlonoxurensasii Honoxurensueiit 16 MTIOH51 2016
Haemophilus '
Memodom uwmmynodughdyzuu
TonyaHHOCTE CTONGHIIHOrO TTonoxurencueiii TonoxurensHpii 16 MIOHA 2016
aBATOKCHHA
Memodos ummynodugddhysuu
Coneprxanue GaxrepuansHbIx <200 ME/noze <2,50 ME/no3a 22 IIOHA 2016
SHIAOTOKCHHOB
C nosouvio JIAJI-mecma
TecT Ba crepunenOCTE OrcyrerByer poct ‘ Coorsercrayer Hauano ucnsiranus
Membpannoii rursmpayuei MUKPOOPTaBH3MOR 26 ATIPEJIS 2016
3aBepIneHHe UCTIBITAHHS
. 10 MASL 2016
Tuporentocts Cootsercreyer Enp. ®apu. CooteercTByeT 01 M1OJIA 2016
B coomeememeuy ¢ descmeyionei
Dapmaroneeii ’

AERJTAPATIHA ITPOR3BOTATEJISL

Hacrosuum HOATEEPHAI0 NOANMEHOCTS H TOYHOCTH BEIIEYKA3aHHEIX IAHHBIX. ‘
3Ta-cepus npoaykTa 6blia H3FOTOBIEHA HA HIDKE YUOMSHYTOM yH4acTke (aX) B OJIHOM COOTBETCTBHY ¢ TpeGoBaHuaMu GMP
(Hannesawei [Tponssonctsensolt [paxrike) u crienrrKaLMaMy PerucTpaudoRHOro yaocTosepenus CTPaHbI-MMIIOPTEpa.

Obmee 3axaogenne: Coorserctayer
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Crpanuua 2 u3 3
Bes undopmanus, nomsocteio uii ¥acriyHo, CONEPIAMAACA B JAHHOM JOKYMEHTE; BNseTes konbuaeRIMANEHOH, IPHHAIUISHKHT
xoMnanuH sanofi pasteur Wik a(PUINPOBEHHEIM KOMIAHHAN. Wudopmaitiss re MoxeT GbIT #3/1aHa MM ONYGINKOBAHA B IEOOBIX LENSX
HEYNONHOMOUCHHBIMH WIH TPETHUMH IMNaNH, B mooit dopme Gea NpeABapUTE]bHOTO TTHCEMEHHOTO COTNachs sanofi pasteur.







