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HAHOAEK NMACNOPT KAMECTBA | CERTIFICATE OF ANALYSIS Koa/co: IN1-103-03-001

BIIEHRIFON!: 2

ﬂeumaa‘cuwi@ nuoghunuzam ons npueamoeneuaﬂ CYCNeH3UW ONsA 8HYMPUMLIWEYHOZ0 esede-

Hus, 1 8o3a, € KOMINIeKme ¢ cycrneHsuel Ans eHympumbitieynozo agedequs 0,5 mn
Pentaxim®, lyaphilizate for preparation af suspension for intrammscuiur injection, 1 dose, In a kit with suspensian for intranmscular
injection 0.5 ml

MewayHapopgHoe BakuwHa gns npodunakTuky andrepun u ctondkaka afcopbn-

HENATEHTOBAHHOE poBaHHanA, KCKNKLWa alenninapHas, nondomdennTa MHaxTu-

HaUMEHOBAHWe NEKAPCTEEHHOID BUPOBEHHAA W WHpekuu, Bbidbieaemoii  Haemophilus

npenaparta influenzae Tun b, KoHLIOrMpoOBaHHAR

International non-propriciary name Diphtheria and tetanus adsorbed, pertussis acellular, poliomyelitis inactivated,
Haemophilus influenza type b confugaied vaccine

Homep cepum (oBwmi)
Batch No. (comman) A21160

Bakyurea Ens npoghunakmiumy dushmepiiy
U omonbreke  adcopluposantan,  Ko- | Bawyura G npogdiinaimiusy iHeRgu,
KIKNUE SUBAMKCARRHEN, DONUOMUSALUME | emaseaencold  Hasmophilus influenzae
UHARM LB LDOS aHHan ) b, NOHBRISUDOSaHHER
diphtheria and tetanuy adsorbed, pertus- | Haemoaphifus influénza type b, conju-
is aeellilar, poliomyelitis tnactivated | gated vaccine

A21048 I 5DA27

Homep cepwun
Batch No.

gocine

N S
0K B oepuit
Niem bfr of packs in the buh}ﬂ\/ 0 ¢ K8 A; ) 64 844

Manufac tur ing dah 1 3@6 2025 15.01.2025

[opeHn go
Expiry date 31.12.2028

PerucTpauMoHHoe yaoctoeepenwe
Marketing Authorization ) JNIN-Na(003155)-(Pr-RU}
HauwmerosaHke cyboTaryun

Substance . i n—— Z

Cepua cybcTaHLmu

Subsianee batch - o Z

MpouzeoanTens cyBcTakLMu
Substance manifacturer o Z

McneiTaHus BeINnonHaHs! no y
Tested as per ) ~IN-Ne(003155)-(Pr-RU)-280225

HaumeHoBaHue MeTogw! Pesynbrarh!

nokasavens HCNbLITAHWA MCNbLITAHWUA
Indicator Test method Test resitlts

Hopmbi
Kpecificaions

1. Bakyura dngs npoghunaxmuky dughmepuy u cmon6uska adcopbupoearHan, KOKMKOWEa auenninapHas, no-
AUOMUBALME UHAKMUEUPOEaHHaA (CYCnen3us Ong exympuMsiueyHoao sesdenun 0.5 Mn (1 doza), npedsapu-
MensEHo 3an0HEHHEIS Wapiis!)

Diphtheria and tetanus adsorbed, periussis acellular, poliomyelitis tnactivated vaccine {suspension for intramuscular fijection 8.5 mL
{1 dose), pre-filled syringes)

) Benceatoro Useta wyTHas | BenoBaTtorc  Leerta  MyTHas
Onucanne BuzyanuHbii
p f’ e J,,,.“?: i cycnenaun CYCreHINA
Appearanc o Cff-wisite turbid suspension Ofewiite turbid suspension
Mewé&g!v;ﬂg:gﬁg@dm Bakyvra npu  Biaumoged-| Baxuuea npu esauMopeicTany
| T—— oo Ao g py | CTOMM € MOHCCRELMdiE-| C MOHOCTIBUMAIECKON aN-
i e i CKOft BHTUCLIEOPOTKOM 8 e/ | THCHIBOPOTKOM 8 rene Aaer /-
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NACNOPT KAYECTBA | CERTIFICATE OF ANALYSIS

Kop/code: 3MN-M03-03-001

HAHOAEK ‘
Ne 40000037244 BOpeUAlkmint §
Brank/rom 2
HavnmeHoBaKue Metoawi ~ PeaynkTarsl
. ; HopmMb! .
nokazarensi MCNkITaHWA Specificatlons MCTNbITAHWA
) Inilicator Test method ' Yest results ,
- AncpTepuiHbR . OOMKHE AABETH NUHWIO NPe- | HWIQ NpeudnyTauyuy, cnvea-
‘aHATOKCHH UMMUTELMA, CIMBAOWYICCH C | WYKCA © NUHWER npeuvnuTa-

diphtheria anatoxin

= CTONEHAYHBIA
ZHaTOKCKH
fetanus auaioxi

- thUNamMeHTO3H:IA
FeMartmoTHHH 1
HOKMHOWHBIA
AHETOKCHH
fHamentous hemageluti-
nin and pertussiz ana-
tavli

- BUPYCbl NoNuoMi-
entatina 1, 2u 3
pollomyelitis viruses of

“fypes 1, 2, and 3

Metog ummyHoguddy-
MM, Ed, PEASC
Immunodiffusion (EF, Ph

EAEU)

MeTog uMmyHoardIdy-
3um, E@, PEADC

Immuirodifiusion (P, Pi

| EAEL)

Metog WA, Ed, dE-

A3C
ELISA (EP, Ph. EAEL

NVHVER NpeyUnUTaUMk cTanH-
paprtdoro ofpasya gudTe-
pyURAKCIo GHaToKCcKUHa,
Interaction with the monaspecific
antiserim in gel must give the pre-
cipitation {ine coinciding with that
of the reference standard of diph-
theria anatoxin

BakywHa npw  s3armogen-
CTBVKM  ©  MOHOCNEeUudrye-
CKOU 8HTUCHIBODOTEON B rene
ACUTEHE Oaparts NUHWKD npe-
UHNMTaLVY, CNVBAKLYIOCA C
nuHWe? npeuMnnTalng CTad-
gaptHore obpazua cronG-
HAYHOTG aHaTORCHHE.

tion with the monospecifie
aittiseram in gel must give the pre-
cipitation fine coinciding with that
of the referance standard of tetanus
anatoxiy

BaxywHa npw  Baavnoaei-
cTBAM  ©  MOHOCNeuuthinye-
CHANMY SHTUCBLIBODOTEEMKW B
rens LOMKHE asaTth NiHkE
NPaUUnuTaLnKe, CnUBaI0WK-
€CA G NWHKER NPELNNUTaLVK
cTangapTHoro obpasua Ko-
KnHowsoroe BHETOKCHHE
{oaHa NUHNA NnpeuunUTaymm)
¥ ¢ NUHWER npeuunuTagam
cTanapTHoro obpasua duna-
MEHTOIHOM remMarrnT-
HuHa Bordetella perussis
(Apyras NUHMA npeuunnTa-
Uwn).

nteraction with the menospecific
@ int gel miest give the precip-
itation lines coinciding with those of
the reference standard gf filamen-
tous hemaggleiinin fone precipita-
Hon Niej and of the refevence stand-
ard of filamentous hemagglutinin of
Bordete!la pertussis (another pre-
cipltarion {ine}

B BakuwHe aonmkHs cBHapy-
wueaTeed  D-aHTureHs Bu-
pyca nonuoMmuenaTa Tuna 1,
2u3

D-antigens of poliomyelitis viruses
aftipes 4, 2, and 3 miwst be found in

the vaceine

Yoaia
g

QRIse:

uMn  craspaptHero  ofpasua
AnbTePUAHOTO aHaToKoKHa.
Interaction with the manospecific anti-
serum in gel gives the pracipitation
line cotnciding with that af the refer-
ence standard of diphtheria anatoxin

BakuuHa npu s3aumoaeincTeni
c MoHocnedubnyeckon
AHTUCEIBOPOTKOW B rene paer
TIVHWID npeyunuTayke, cnuea-
HLYIOCH € NUHWER npeunnvTa-
uui  cTawgaptHoro  obpasua
CTONBHAYHOID GHATOKCHHAE,

Interaction with the monaspecific anti-
serum in gel gives the precipitation
line coinciding with that of the refer-
ence standard of tetanus aimatoxin

BakunHa npy BaaumoaencTsmum
c MOHaCneUnrYeCcKUMI
AHTUCLIBCPOTHAMM B rene Jaet
NUHKKW NpeLKNUTaL W, cnveaa-
Wpecs © NUHKEn npeuymwnura-
UWy cTanpapTHero ofpasya ko-
KNICWHOrD aHatoKcuea (ogHa
NWHWA APELMNUTaLMWKW) U © NK-
HUER npeyrnUTaUnK cTannapT-
Horo ofpazua DunaMeHTos-
HOTO remarrnioTMHuHa Bor-
detella pertussis (Apyras nUHWA
npeuuMnuTagmu).

Interactian with the menospecific anti-
sera in gel gives the precipitation lines
coinciding with those of the reference
standard af flamentous hemagglutinin
fone precipitation line) and of the ref
erevice standard of filanenious hemag-
glutinin of Dovdetella pertussis (an-
other precipitation livel

8 paxkuure obOrapywvBawTos
D-akturesnl Bupyca nonvomu-
enmTaTvna 1,2 n 3

Deantigens of poliomyelitis vivuses of
tvpes 1, 2, and 3 are found in the vac-
cing

MNpoxonumooTs
wapea urny
Syringeability

! Bauayanskei, @EAGC
| Viswal (Ph. EAEU)

| Gones 0.8 mm)

Bakyara gonxua ceoBogHo
NpoXoauTe “epe3 arny Ne
0840 (pwameTp 4acTvl He

Baxuwra ceoSofHO npoxoauT
yepes uray Ne 0840 (guaverp
wacTul He Donee 0,8 mw)




He meHee 3 MUH

Bonee 3 MuH
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. . Kop/code: 3M1-1103-03-001
HAHOAEK NACNOPT KAYECTBA | CERTIFICATE OF ANALYSIS Al
; , B Bnank/Form 2
HaumeHosanue MeTtoab! Hophs Peaynbratel -
noKasaTesns HCNkLITaHWUA Specifications HCNbITaHWA
ndicator Test metiiod _ Test results »

The vaccine wmust pass freely | The vaccine must pass freely through
through the necdle No. 0540 {parti- | the needle No, 0840 (particle diameter
cle diameter nat move than 0.8 mny) | not more than 0.8 mm)

CenuMenTaUmOK- BuayansHeil, dEASC

HEA YyCTORMMBOCTE

Sedimentation stabllity i'iaxlaf Ph. EAEU)} Nof less than 3 minutes zl’{ore than 3 min
MeTeHUMOMBTRHYECKUR,
pH E®, ¢EAZC Or88h07.8 73
Potentiometric  (EF, Pl 681078 !
EAEL )
MpasymeTpuYeckeit unu
Hasnekaembin BOMCMaTprYeckun, Ed, He menee 0.5 mn 0.8 Wt
?&hem {?EA,SC . ) Not less than f;t.S il d.j mi
Fxractable volume Gravimétric or  volumelvic
{EP, Ph. EAELY ,
MUK, meToauka npoua-
BCAWTENR, OCHOBaHHa# .
2-peHOKCHITaHON | Ha E®, BEASC T SSRS BRI, 1 8 2,6 mkniesa

2-Phenoxy ethanol

Gas-liguid  chramatography,
numfaciurer's method based
an EP, Ph. EAEL

MEN/Ao3a
2.0 ulidose to 3.0 ulidose

2.6 ul/dase

ATTOMUHKE
Alwmilmem

KomnnekcoHomeTpuye-
CHOZ THTROBEHNE, METC-
Adka  npolssoauTens,
OCHOBaHHaA Ha E@, e
P®

Complevometric titration,
manufacturer s method based

it EP, RF SP

Ot 0,20 mrigoza oo 0,45
wmrinoaa
0.20 mg/dose 1o 0.43 mg/dose

0,30 mrigcsa
030 mg/dose

dopmansaeria
Formaldeinde

Cdr B COMETAHUK C KONO-

pUMeTpUYECKOR  peak-

| unei, MeToauka npous-
| BoguTens,

QCHCBAKEARA
Ha E®, dEAIC
Spectrophotomeiric in combi-
station with calorimeiric reac-
fion, wmanufacturer’s method
based on EP, Ph. EAEU

Ot 4 mer/poza po 15
MKr/goaa
4 pgidose to 15 ug/dose

10 meripesa
P ug/dose

Bakrepuanchbie
SHAOOTOKCWHE!
Bacterinl endoioxing

XpoMOreHHbll - KMHEeTH-
yeckun meton, EO,
BEASIC

Kinetic chramogenic method
(EP, Pin EAELY

Wenee 100 E3/goaa
Less than 100 EUVdose

Mewes 100 E3/no3a
Less than {00 EUdase

Meteq  memBpaHHol
L ouneTpayuy, Ed, Bakuuna  gomkHa  OolTe )
g:ﬁggﬂ SACHT. DEASC CTEPUNLHON GTESﬁ, rﬂ:"a
Menibrane filtration (EP or | Must be sterile
Ph. EAEU)
Ceuaduyeckan Bucnoruueckuil Metos | CoKUMHA  pomina  BeiTe BesanacHa
CezonacHocTs Biological method GesonacHok Safe
Specific safety ek Must be safe s
WnmyHorerocts | METOR OBHOBPSMEHHOR | ) e AMDTEPHIA- 200 OEfmn
ancopGupoanHorp | CUEHRM ~ MMMYHOTEHHO- | o) rokcumy: (AR 1 MMamMyHvsaLM)
CTH, METCAMKA NPOU3BO- »
k A3aLMK He Me- ,
gxgia‘i:z:m’ AuTeNa, ockoparnan Ha | A0 1 UMMYRUIALMM Ke Me 290 AU/,

Ea

Hee 150 QE/Mmn

(for I immunization}
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MACTIOPT KAMECTBA | CERTIFICATE OF ANALYSIS

Koalcode: 3M-N03-03-001

Tmmmogenicity of ad-
sorbed tetanus analovin

Concurvent  Immimogenicity
assay, manufacturer's method

based an EF

Titer of antibodies o tetanus hoxin:
Jjor 1 tmntnization - not less than
8l AUml
Jor 2 immunizations — nof less than
118 AUmL
Jor 3 immunizations — not fess than
134 AU'mL

HAHOAEK
N2 4&30093?244 Bepcﬂﬂfl’mlmx: g
7 Bnank/Form 2
HaumeHoBaHue Metonkl T Peaynktathl
noKasartens HCNBITAHWS Spe cg% atlons HCNbLITaHWR
lirdicator Test method ) Test resalts
Tmmunogenicity of od- | Concurvent  immunagenicity | ANA 2 AMMYHW3aUWIA He Me-
sarbed diphtheria ang- | assay, m::r{m;fac'fslre:'k method | yee 174 OF/wn
foxin based on EP ANS 3 AMMYHU3ELWA He me- -
Hee 186 OE/mn
Titer of antibodies to diphtheria
?’}‘.7"‘7_'
Jor I immunization — not {ess than
150 AUmL
Jor 2 immunizations — not less than
174 AUmL
for 3 imnueizations - wot less than
188 AL miE -
Tutp anTuTen K CTonbHAY-
HOMY TOKCHHY:
Ana 1 AMMYHW3aUMK He Me-
MeTon caxospementon | Hee 81 OEMmn
“UMMYHOTEHHOCTL | oueHKi  vMMyHorekHo- | A1 2 MMMyHU3aUMit He Me-
anc : ; _ | Hee 119 OEMan 337 QEMan
acopBUpoBaHHDrD | CTH, METOAMKE NpON3B0- - ;
CTONGHAUHOTD AMTENs, OCHOBAHHES Ka | AN 3 AMMyHM3aLMA Ke me- (An 1 UMMYHU3SLMH)
aHaToxcHHa Ed Hee 134 OE/mn

337 AU mL
(for [ imumunization)

WamyHOreHHOCTE
KOKNOWHOD
KOMOOHEHTA!
KOKAIOWHBI
BHATOKCHH
Tmmunogenicity of per-
fussis componeit! per-
tussis anataxin

MeTton oAHOBREMEHHOR
OUEHKW  KMMYyHOrEHHO-
CTH, METCONKA NPONIBD-
DUTENA, OCHOBAHHENA Ha

Ed

Concurvent  Imnwogenicity
assay, manufacturer s methoad

based on EP

Tutp aHTuten k KT:

ANA T WMy HW3aLUM He me-
Hee 84 OEMmn

ONA 2 MMyHu3aUui He me-
Hee 106 OEMmn

ona 3 AMMYHU3ELUMA He Me-
Hee 117 OEin

Tirer of amtibodies 1o pertussis
Sor I immunization — not less than
84 AUmL

Sfor 2 impnnizations - not less than

1068 AUmL

Jor 3 Imnumizations = nof less than

117 AUmL

189 QE/Mn
(ans 1 MMMyHH3IaLKUK)

{89 AUVmL
(fow | immunization)

MMy HOreHHOCTD
RORAKCLROrD
KOMMOHEHTA!
hMNEMEHTOIHLIN
FEMATTNHTUHWH
Immunogenicity of per-
tussis componeni: fila-
miguions hewagplutin

MeTog coHospemMetHon
CUEHKM  MMMYHOTEHHD-
CTH, METCAMKA NPCHIBO-
AWTENA, CCHOBAKHAA Ha

E®

Concurrent  {mmunogenicity
asxay, manufacturer's methad

based an EP

Turp asTuren K OIA;

Ans 1 WMMYHM3aUMN He Me-

Hee 136 OE/Mmn

AR 2 AMMYHW3aUMA He Me-
wee 157 OEMn

Ans 3 UMMYHUZaUNR He me-
Hee 168 CEMmn

Titer of antibodies to FHA:

Jor § tmmunization - not less than
136 AUmL

Jor 2 immunizations — not less than
{137 AUVmL
Sar 3 ieumunizations — not less than
168 AU 'mL

311 OE/mn
(AnA 1 uMMyHU3IaLuA)

3 AlimlL
{for § lmmunization)

D-antured  supyca
NoAvEMWENITA

Metog Mdis, Ed,
PEAIC

Tun 1 - or 20 EfJ/aosa po
43 Elinoaa

28 E,Elmuaa'
28 DUkiose_
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NACNOPT KAYECTBA | CERTIFICATE OF ANALYSIS

Kop/code: 3M-M03-03-001

HAHOAEK
No 40000037244 Bepcl‘lﬂ!}"mmn: g
Bnauk/rorm 2
HaumeHnoBanue MeToabi HopMbi Pesynkrarsi
nokKasarens HCNbLITAHWUA Specifications HCNBITAHKUA
Indicator Test methed - , Test resithts
Type | =20 BUose 1o 43 DLdose
-
N . gigﬁ!,qosam 5 Elposa po 5 Emn’uaa
f;::’:sim of poliomyeli- ELISA (EP, Ph. EAEU) _i;h'}" :g 3 ;};31? g 5} DU dose & D ose
wn 3 - ot =inosa ao ,
5 e 2 Elos
Tvpe 3— 17 DU dose 1o 36 DL dose e

Il Bakuyura Gnn npohunakmuky UHgeKyuy, esissieaemol Haemophilus Influenzae mun b, kKoHbLEUPOEAHHES
(nuoghunuzam ONA NPUECIMOBNBHUR CYCHBHIUY ONNF BHYMPUMBILEYHO20 asedenun, 1 dosa, ¢hnakokbi)
Haemophilus influenzae type b, conjugated vaccine (lyophilizate for preparation of suspension for intramuscular injection, 1 dose, vials)

OnucaHue " "
" enbii roMoraxksii | Bensl rOMOTEHHEI

nuodMnK3aTa BuayanbHeid, EG B A ernbli OMOTEHHBIR
Lyophilizate  appear- | Visual (EP] &?OQEMHHEET nuogunusar
n" . ‘:, Y White homogenous lyophilizate White homogenous lvophilizate
Onucanue

| . THan ‘ THaR,
BOCCTAHOBNEHHOM BuayansHbili, E® Secqae Han, npospavHan Eecuae Han npoapayHas
pacreopa Visual (EP) HMOKOCTS WMHAKOCTE
Appearance of reconsti- ' Colarless clear lguid Calarless clear liguid
tuted solution i

| XpOHCMETPUYBCKMA,
Bpems | METOAMKE  NPCW3BOAW- . ;
, Gonee 2 Men

PacTBOPEHNA | venn He ea20c Vetee 20 ¢

Dissolution time

| Chronometric,
| inrer's method

manyiac-

Not more than 20 sec

Less than 20 sec

MoanuHHOCTE
Tdentity

- nonucaxapug
Haemophilus
influenzae Tvn b
Haemophilus nfluenzae
type b polysaccharide

MeTog mmyHoauddy-

3uM, Ed, PEAIC
Immiod(fusion (EP, Ph,
EAEL

BakuuHa npy s3aumoged-
CTEMM © MOHDCNBUMDKYE-
CKOW  BHTUCLIBODOTKOR 8
TENne JON¥HE NEBaTh NHHWIG
NpeudnuTaLy, CnuBarLLy-
KCA © NUHKEeR npeuwnura-
ywm ctavpapTHore obpasua
KOHBHOTMPOBEHHON BRKUMHBI
Haemophilus  influenzae
THn &

During interaction with the mono-
specific antiserum in gel, the vac-
cine gives the precipitation line co-
inciding with the precipitation line
of the reference sample of Hae-
mophilus Influenzae pype b conju-
galed vaccine

Noareepwaexa
Confirned

- CTONGHAYHbIA
SHATOKCHH
tedanus anaioxin

| Metog ummyrogudidy-
| auu, E@, PEAIC

Immunodiffusion (EF, Ph.
EAEL

BakuuHa npw e3aumopeii-
CTBUK C MOHOCnEUUGMYe-
CROR  aHTUCHIBOPOTKOW B
rene nonxHa 4aBats NUHI
NpeuunuTaumun, cnveariuly-

KICH © [TWHWER npeuunura- |

Lur cTaHjanTHore ofpasya
KOHBHMAPOBEHHOR BaKLWHSI
Hasmophilus influenzae Tun
b, copepxawen cronbHavy-
Hblit GHETOKCHH

NoaTeepwaera

Confivmed
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HAHOAEK NACNOPT KAYECTBA | CERTIFICATE OF ANALYSIS Al
Ne 40000037244 Bepcﬁ“ﬁ)’l’ﬂﬂm: 9

7 Brnauk/rorm 2 ] -

HaumeHoBaHue MeToAawt Hopwm! Peaynesratht
noxkaaartens HCMbLITAHKWA Specifications UCNbLITAHKWA
Inilicator Test methad Test results

During interaction with the mono-

specific antiserum in gel, the vae-

cine plves the precipitation line co-

inciding with the precipitation line

of the reference sample of Hae-

mophilus influenzae type b conju-

gated vaccine containing the leta-

nus analoxin

BOCCTaHOBNEHHAA BaKuvHa
. H : ! KLwHa
MpospaqHocTb BusyansHein, ®GEASC | pomwsa BeiTh npoapadtcn So:gr::gg:emafa -
Clarity Visual (Ph. EAEU) The reconstituted vaccine must be ,;p s ,

Pl The reconstituted vaccine is clear

BOCCTAHOBNEHHAA BaKUMHE

; | TAHOB

LiseTHocTe Buayanbheii, CEAZC aonwHe Beime GecupeTHON gsgiz::aSEH"aﬂ o
Color Visual (Ph. EAEL) The reconstituted vaccine must be -

- " e
coforiess

The reconstituted vaccine is colorless

Buaumble mexaHn-
HEeckWe BENKYEHnA
Visible particulate mat-
ter

BuayaneHel, Mo P
Viewal (RIS

Bi{nﬁ&%biﬂ MEXaHWuYeckue
BRITEOHEHWA OOMKHBI OTCYT-
CTBOEEThH

Fisible particles must be absent

Buwmblie MEXaHuiecKe
BRAKHEHHUA OTCYTCTEYHOT
Free of visible particles

noreﬂunomeﬂrpmecmi&,.
pH Ed, dEASC Or65m075 74
Poternitometric (EP, Ph. B3¢0 7.5 J
FAELY _
on e ——— ,
OCMONRNEHOCTE Kpuockonkueckud, He menee 200 mOcmonb/kr 417 mOcMonsxr
Cismalality Ed, ®EASC Not less than 200 mOsmol’kg 417 mOsmal/kg
) ’ Cryoscopy (EP, Ph. EAEL) it )
KyncHomeTpu4eckoe
| TUTpoBEaHWE No METOAY
Bopa , ‘ e He Sonee 3,0 % “ 4 6L
Warer H Qfmwega,» E®, ®EASC Not move than 3.0 % 0.4 %
Cowlomeiric fitration
K. Fischer (EP, Ph. EAEU)
C®, mogndwvuymposad-
HbIA meTeg Yaeda, neto-
OWKa  NPOMIBCAWTENS, OT 0.87 MKr/a0sa ao
Pocop ocHeBaKHan Ha E®, I 0¥ MKMA038 0,87 mrrincsa
Phosoiiors 1,01 mkrigosa Wit
HISPIIOrUs P P o (.87 pg/dose
3 ) 067 ug'dose to 1.0 pgldose
Spectrophotomeiry, modified
| Chen method, manmfacturer’s
method based on EF, RF 5P
e MNenspUMeTpUHEcKUi, Ot 31,9 wr/gosa fo ;
Gaxaposa E®, GEASC 531 mrizosa ry ﬁi’%ﬁa
, Polarimeiry (EP, Pl EAEU) 3] .90 531 mg/dose ) )
Monucaxapua
Hasmophiius O7 B mkr/gosa fo 12

infivrenzae Tun b

PacuaTtHell MeTOn

MKrinoza

10 mer/nosa

Calcwlations : 0 yrg/dose
Haemaophilus influenzae Ao Sie 2 ug'dore 40 ot
tvpe b palvsaccharide
BoGoaHbIR BIHX B codetaHuu c i
i e MenHee 13,5 % X
nonvcaxapm YRbTPELEHTPUdYTMpO- 8,7 %

Free polysaccharide

Banven, Ed, PEAIC

Lesy than 3.5 %
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NACTNIOPT KAYECTBA | CERTIFICATE OF ANALYVSIS

Kop/code: 3N-N03-03-001

HAHOAEK
Ne 40000037244 Bepcusilyersion: 9
' Bnauklrom2
HaumenoBaHnue Metogul HopMsl Pesynbrare!
nokazarvens HUCNEITARWA Specifications MCNBITAHUA
Indicatar ] Test methed ; ) Test results
HELC in cambination with wl-
fracemivlfuging  (EP,  Ph
EAEU)
XPOMOrerHBIA  KHHETU-
Bakrepuanshbie Yeckui metog, EQ@, ~ o
SHAOTOKCHHbI BEAIC He Gonee 50 EG/nosa Menee 50 E3/gosa

Bacterial endatoxing

Kinatic chromagenic test (P,
P EAEU)

Not more than 30 EU dose

Less than 30 EU G ose

CTepunbHOCTE
Stevility

MeTon membpadHon
huneTpatmn, Ed,
GEAIC

Membrane filtvation (EF. Ph,
EAEU)

Bakyuxa nonwHa Beims
CTeRUNBHOR
Mzt be srerile

CrepuneHa
Sterile

Hll. Bocemaricenenian sakyusa ona npocsunaxmuxu dugdmepuu u cmonbrisixa adcopbupoeanHan, KoKMoWa
ayenmonapHan, NoNUOMUenUma UHaKmueupoaantan u UHer U, eblssieaemol Haemophilus mﬁusnzae mun
b, KonvioeupoBanHan (cycnenaus onn aHympuMelueyHozo esedenun, 1 doza (0,5 mn))

Reconstituied diphtheria and tetanus adsarbed, pertussis acellular, poliomyelivis inactivated, Haemophitus influenzae type b ;:myugu!u?
vaceine (suspension for inramuscular fnjection, I dose (0.5 ml)

Onucanne
Appearance

BuayantHelf
Visual

Cycnensm Benosarcro
UgeTa, npy  OTCTAVBEHUW
pasnensuiancs Ha  Gec-
LUBETHYIO #UAKOCTL ¢ oDpa-
sosanmuenm Benoro ocagea,
HOTODLIP Nerko pecycnexgw-
DYETCH BCTDRXMBAHMEM
Off-wiite suspension separaiing
inta clear Hguid and white precipi-
tate easily re-suspending by shak-
frg

| Cycnexaua GenoeaTtoro usera,

npyu OTCTaWRaHWK pazfensi-
wancs Ha DeclBeTHYD #ni-
kocTs ¢ oGpascsaquem Gencro
0OCajKa, KOTOPLIW Nerko pecyc-
NEHAMPYETCA BCTPAXVBAHWEM
Cff-white suspension separating into
clear liguid and white precipiiate eas-
{ly re-suspending by shaking

MpoapavHocTe
Clarity

BuayansHein, PEAIC
Visuai (Ph. EAEU)

Hapocagoudas  MUAKOCTh
[OMYHE BLIeDHWBATE CpaB-
HEHWE © 3TancHoM |

The supernatant lguid must be

comparable with reference i

HajocapouHas ¥UAKOCTE Bbi-
AEPHUBAET CpaBHeHMe ¢ ara-
noxam |

The supernatant fiquid is comparable
with reference I

| LUpeTHocTs

Color

BuayansHein, ©EAZC
Visual (Ph. EAEU)

Hagocagounas  #MAKOCTL
AONHHE BollelMBaT: cpas-
HeHue ¢ aTanoHom Bg

The supernatamt lguid must be
comparable with reference 8%

HagnocafouHan wuiKocTe Bbi-
ASPHMBEET CpaBHeHwe ¢ 3Ta-
noxem Be

The supernatant liguid is comparable

| witi réference BY
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~HaumMeHoBaHue |

nokaszarena
Tndicator

MeTogm!
HCNLITAHKUA
Test methad

Hopmsl
Specificutions

PeaynkTatki
MCNLITAHKA
Test resulis

Ynakosa
Packaging

”BQBHWRSH YnakoBKa

No ofHoil gose nuathbunuaara se HnakoHe ua cTekna
1 TUNa BMECTUMOCTHI0 3 MN, KOTODLIA YKYNOPUBAKT pe-
SMHOBCH NPOGKOW, MArOTOBNEHHOR W3 XNOREYTHNCROMO
SMNACTOMERA, W JAKATHIBEIOT EMIOMUHWEELIM KONNAYKOM,
NOKPEITEIM CHEPYAM NaKoMm o cHabMeHHEIM CTRLIBHOR
NoNUNpoNUNEHoBON Kpbllweykan Tuna «flip-offs.

Me 0,5 Mn (1 aosa) cycnexsyn | WNpUUe (C 3aKpennes-

Hoit urnoit MnW Ges) BMeCcTUMOCTED 1 Mn »3 cTekna 1

T™™Na © nopuiHem xnopByTunoseiv unv SpomByTuno-
Bbi.

MNe 1 dnakoHy W No 1 wWNpUUy B 3aKDEITYID RYeRKoBYID
YNEKOBKY WNW HE KapTOHHYIO neanoxiy. Ecnu wnpuy He
WMEST 3aKpEnnaHHel Urnbl, TO B YNaKoEKY BknankiBaloT
2 OTABNBHBIE CTERUNbHEIG WMITEL

Pri ackagin

One dose af lvophilizate in Type { glass (USPI vial of 3 mL volume,
stoppered with a chlorobutyl elastomer stopper and an alwminum
crimp cap, lacquered from owtside, witha fllp-aff polypropwlene dise.
0.5 mbL (1 dose} of suspenston In g syringe (with or without attached
aeedle) (EP) of 1 mil vahume made of Type { glass {USP) with a chia-
robuiyl or bromobuiy! plunger stopper

I vial and | syringe in a sealed blister or on a carton card. If the
syringe has no attached needle, 2 separate sterile needles are in-
serted info the pack.

BTopvyHas ynakopka

Mo 1 AERKOBOR YNAKOBKE VW KADTOHECRA NOANOHNE 8
MHAMBUOYBNbHYW KEPTOHHYID Nayusy © WHCTRYKUMER no
NPUMEHEHWK,

Necondiry packaging

I blister or carion card with a PIL i an individval carton pack.

| MlepBryHan ynakoska

Mo ofgHoR po3e nUohUNU3aTa
BO hnawcHe w3 crexna 1 Tuna
BMECTMMOCTEIO 3 MN, KOTOPBIR

yKYNOpeH peanHoeon npoGkof, |
naroTeBneHHOR M3 xnopByTu- |
Nos0ro anacToMepa, v sakarad |

AnoMUKUEBEIM KONNAYKOM, No-
KPBITBIM  CHapyMy nakem
cHabxerHblM OTDEIBHOR nonu-
nponuneHoBRan KpsileYKoR
Thna «flip-cffs.

Mo 0,6 mn (1 goza) cycnenanu
B WNpWUE (C 3aKpennesson ur-
NoR) BMECTUMOCTBID 1 MR W3
cTexna 1 TMNa C NOpLWHEM
xNopByTHnoBLIM 1k BpomBy-
TUROBbIM,

Mo 1 donakoxy v no 1 Wwnpuyy e
3aKpbiTYi0  AYsfkoByilo  yna-
KOBKY.

Primary packaging

One dose of lyophilizate in Type |
glass (USP] vial of 3 mL volume, stop-
peved with a chlorobutel elastomer
stopper and an aluminunt crimp cap,

lacquered from owtstde, with a flip-aff

polypropylene dise.

0.5 mL (I dase) aof suspensiaon in a sy-
vinge (with attached needle) of | mL
volme made of Type ! glass with a
chlorobutyl or bromebugyl plunger
_gm‘nper.

I vial and i syringe in a sealed biister. |

BropuyHasn ynakoska
Mo 1 a4eilkcBOl yNaKoBKe B UH-

AVBWAYENEHOR KAapTaHHOR
nayke ¢ MHCTRYKUWER No npu-
MEHEH U,

Secandary packoging
1 blister with a PIL in an individual

| carton pack
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HaumeHoraHue Meroawi Ronmit Peayneratsi
nokasaTtens HCNbLITaHWA 5 _‘,p, . HCNLITAHKA
pecifications .
Indicator Yost metivod , Test resuity |
18 STHKETKE WNpHUa ¢ CYCNEH3IWER YKa3LIBAOT! Ha stuketke wnpuua ¢ cyc-
~ CBLYENPUHATOE HAMMEHOBAHIE KOMNOKEHTE! neHauen yKaiaHsl:
- «ana NEHTAKCHM®x; ~0BLWenpUHATOR HaUMEHOBE-
- NyTh BEEOEHUA, HUE KOMNCOHEHTA,
- fosvpoeky, ofbem, KONUMECTEC [03 B ogHoM | — «4ns MEHTAKCKMM® s
| Wripkye (s pegaruvy: «1 wnpuy - 0,5 Mn— 1 gosan»); = MYTb BBELEHNS,
= NOraTMn KOMNaHuu NpoM3BOAMTENA NOTOBON Nekap-' | —A03avpoBka, obkeMm, Konvue-
| cTBEHHOM dopMbl B BUAR HAANWCH NaTHHSKUMK Byk- = CTBO A03 B OAHCOM LUNpULE (8
Bamu («sanofis); | peaakuri «f wnpuy = 0,5 mn
= NpeaynpeanTensHyic Hagnuce «Cwm. nuctox-srna- | — 1 Ao3as),
Ablis; - —NOTrOTAN  KOMNAHWK Npona-
- hary npovaecacTea («[lponas. »); BOAWTENH roToBOR  nexap-
- HOMED cepun pacdacosanHoll cycnedamm («Ce- | CTBEHHOW dopmsl 8 Buge
DUs: B Haanucu  natuHckemm  Gyk-
— AaTy oKOHYaHWA cpoka rogHocTk («MoaeH goin). Bamu («sanofis);
HononkuTensHo MoryT GulTe HaHecaHs! TEXHUYeckWe | - NPERYNpeaMTensHan
MPOW3BOACTBEHHBIE / TUnorpadgickie koasl rpaduue- | Haanuce «Cm. nucTok-BRNA-
CKWE, YHCneHHsIe, By KBEeHHbIE, | Ablew,
The foilowing fs specifie, Je fa ~fAata npovasoactea [(«Mpo-
= COMRIOR name of the componens; H3B. » ),
= for Peniaxim®"; ~HOMER cepun pacdacoBaH-
= Adminisiration vaute; MO cycneHaui (3 SENETTIITE
- Dosage, &fui'u:"rm number of doses in 1 syringe (rext: "1 syringe «Capua:»);
G5 I =t Jr o st ., | —A8TA OKOHYHWA CPOKa FOA-
;;‘Yﬁ:’ﬁ;}?ﬂ he P mansfacturing company n Latin aipiraoet HOCTH CYCNeHIWN (GFGAEH
- Wa‘l:'m;ig “See PIL"; ﬂO”) )
Mapxuposka = Manufacturing date (“Mamyfacired: "); Hononturensiic HaHeCAHb

Labeling

~ Baich No. of packaged suspension " Batch: "),
= Exptry date (“Expiry date: "),

Additionally, technical production /
printed: grapive, numeral, alphabetical

Ha astuketke dinakona c nuothunuiaTom ykasbl-

printing house codes may be

- OGWENpUHATOR HavMEHOBaHWE KOMIOHEHTA!

= agna NEHTAKCHM®x:

— AO3UPOBKY, KONWYECTBO 403 B OAHCM dnakoHe (8 pe-
dakyku: «1 dinakod — 1 aosan);

= MyTh BB&EHUA!

— NpeaynpeanTensHyio Haanuce «Cw. NUCTOK-sKNa-
Akl

CTBEHHCR IOpMEl B BWAE HAANWCH NATUHCKAMK Byk-
| Bamu («sanofis);

— AaTy npenisofcTea (B peRakuum: «Mpounas. »),

~ HOMER Cepuy pacthacosanHoro nuopunuiara (e pe-
Aakumn: «Cepunn),

- AaTy OKOHYaHUR Cpoka rogHocTh? (B pegakumy: « o-
AeH [on).

AononHuTtensHo MoryT BbiTe HaHeCeHbl TEXHUYeCKse
NPOUIBOACTEEHHEIG/TUNOrPaiCKUe BHYTPEHHUE KOObI
reacpu-eckie, yucnedHele, GykserHble,

The fallmwing is specifie

= commaen name of the companent;

|
i
i
]

“for Pentaxim®™;

L= Dosage, mumber of doses in ) vial ftext: 1 vial - 1 dose”);

= Administration route;

~ NOroTAn KOMNaHW4 NPOWIBOJIWTENS rOTOBON nexap- |

TEXHUMECKWE NPOU3BOACTREH-
HEI® / TUNOrpatpCKne Kokl rpa-|
DUYecKUe, uMcnedHsle, Oyk-

= common name of the component;

1= “far Pentaximiv";

i

- Dosage, volume, mumber of doses
in 1 syringe {text: "! syringe -
0.5 mL - I dose™);
< Lage of the FP manmfacturing
company  in Latin  alphabet
{“ranafi"};
- Warning “See the PIL";
- Mamdfacturing daie (* Manufac-
“H‘;'J.' ‘t;,
= Batch No, of packaged suspension
{“Batch:™);
- Suspension expiry date (“Expiry
date: "'},
Addittanally, teclmical production /
priviing  howse codes are printed:
graphic, muneral, alphabetical,
Ha artuketke dinakowa ¢
Nuoh UNUIATOM YKaIaHbLI;
oblenpukaTee HauMeHosa- |
HUE KOMNOHEHTA,

—aans NEHTAKCMM®::
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| para (c npeaynpeauTensHoit mapkpesrkoh ®) (8 pegak-

|~ AaTy OKOHYEHWA CDOKA FOAHOCTH KOMMNexTa® (B pe-
aakuwwy <l ofes aos),

= Administration route;

= Warning “See PIL"; \
~ Logo af the FP wmanufacturing company in Latin alphabet
{“raiafi");

~ Manufacturing date (" Manufacted:"J;
- Batch No. af packaged lvophilizate ¢ Bateh: ")y

= Expiry doted (" Explry date: ).

Additienally, technical production / printing house codes may be
prinied: graphic, numeral, alphabetical

Ha nayke KapToOHHOW YKAILIBAIOT:

- TOProBEOE& HauMeHoBaeWe nexapCTBEHHOrC npena- |

umu: «MEHTAKCHM®2),

~ FPYNMAPCBOYHOE HANMEBHOBAHUE,

~ HaumeHcBaHue nexapcreeHHol (opmsl,
~ ROMWMEBCTBO 03 B NaYKe KapTaHHoR,

~ HOMNWMECTED INAKOHOB W WNPUUBE B Naqke KapToH-
HOR (ons nades, cogepsaups 7 nakod v 1 wnpuy o
FAKpENNEHHOR Wrnow, B penakuwwr «1 dnakod + 1
WNPWL © 3aKpENNEHHCH WINoks, ANA nadYek, cogepwa-
wux 1 chnakod W 1 wnpuy 583 UMkl B KOMANEKTE C©
JBYMA OTIENEHBIMIA urnamy, & pesakuwm: «1 dinakoH +
1 wnpwi + 2 oTAENSHBIE WMNkix),

~ NOTOTHN KOMNaKWK NPOWIROAUTENS B BUAE HAANWMCK
natuHckunm Bykeamu («sanofing,

~ COCTES Ha 1 403y BEKLMHB! C YKa3IAHWEM HAWMEHOBE-
HWA W KONWYMBCTE AERCTBYOLIEY BEUIBCTH, NEPEYHA
HAVMEHOBAHWA BONOMOTATENEHEY BELWECTE W KONWHe-
crea agoopbeHTa,

- MpeaynpegUTEntbHEe HEANKCK

o «flne perteds;

0 «XpaHiTE B HEJOCTYNHOM 408 AETEN MecTe.n,

o «flepes npUMeHeHen BHUMATENEHD DIHAKOMHUTLCA
C NMCTEOM-BRNEALILLIEN »,

o «QCTaTHM HeWCNONLIOBAHHON BAKUMHL UKW MEdW-
LMHCKKE OTXCAL AOMxHE DeiTs yHUNTOMENE [YTHNKAW-
pCBaHL!) B COOTBETCTEMKM C HALKOHENLHbIMK Tpebora-
HUAMW. B,

O «CTEpUNEHO. B,

~ WTPHR-KOA,

~ YCMOBWUA XpaHeHns,

— YCNOBUA OTNYCKS;

- pary npowascacTsa kemnnexra® («Mponas »),

~ HOMEP CEDUM YNAKOBAHHOW Cyonenady (B pegarilmv
«Cepua cycn. i),

~ HOMEp CepuH ynakosaHHoro nkodunuaata (B pejak-
uuu: «Cepus nuad. »),

- HOMep cepuv komnnekra (B pefakuun: «Cepus
EOMIL B,

- HAWMEHCBaHWE ¥ CTDaHyY NPOMIBOAMTENA (DH xe
JOPMAMHECKOE NULO, HE UMA KOTOPOrO BbligaHo PY).

Ha nausy, cogepmalllyo hNakos 4 lnNpuy © 3akpennes-
HOR WINOA, AONONHUTENBHO HAHOCHTCR TEMETAMBCKUA |

~ HO3VPOBKE, KOMWYECTRO Qo3
8 OAHOM dhnakcHe (B pspas-
Uuum: «1 dnakoH - 1 go3ar);
—MyTh BEEAEKNA,

~ NpeaynpeauTensHas
Hapnuce «Cm. nucTok-Brkna-
AbIL»,

~ NOTCTUN KOMNEZHWUWA NPOV3BC-
AWTENA FOTOROR NEKEpCTSEH-
Holt opMEl B BUGE Hagnwcu
NAaTHHCKUME Syraamn
(wsanofis);

-fara npovasogcTea (B pe-

 Aakunmn: «Mponss.e),
| —Homep cepuw paccacopa-
Horo neodnwsara (B pegak-

UuM: «Cepunin);

—NETE CKOHYEHWA cpoKa rof-
HocTH nuadnuaata

(B pegakyuv: «lopel go»).
LononHyTeneHo  HEHBCEHL!
TEXHWHECKME NPOW3IBOOCTBEH-
Hele/TUnorpadckie BHYTPEH-
HUEe koael rpadiuectune, Yvc-
nedHbie, SyKBEHHLIS,

(! pecifTed on the la-
Dl of vial with lvophilizate: i

- commoit name of the component;
“for Pentaxim®";

= Dosage, number of doses in | vial
{text: "I vial = | dose");

- Administration rovte;

= Warning “See PIL";

- Loge of the FP manwfacturing com-
pany in Latin  alphabet
sanafi’);

= Manufacturing  date
tured: "),

« Bateh No. of packaged lyvophilizate |

(“Batch:");
- Expiry date of packaged lvophilizate
{“Evpiry date. ")
Additionally, technical production /
printing house codes may be printed:
graphic, maneral, alphabetical.
Ha_nauke KapTOHHOM Yka-
= Tapreeoe HavuMeEHOBaKnE
nexapcTeeHHOrD npenapata (¢
npeaynoeanTensHol  Mapki-
poskcn ®) (B penakunu: «lNEH-
TAKCHIMT3);
= FOYNAKPOBOYHOS  HaWMEHD-
BaHWE]
~HauveHoBakWe NEKApCTEEH-
Hoh GopMesl,

( “Manufac- ‘
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1= Kit expiry date

PUCYHOK (KOHTYpHO® usobpaxesike wWnpuua ¢ sakpen-
NEHHOW WIMORA W bnakoHa).

Ha nauky, cogepmalyio ¢nakoH 1 Wnpul ¢ Asyms oT-
AENEHBIMK MITIAMK, OONONHUTENBHO HAHOCUTCR TEMA-
THHECKAR PUCYHOK (KOHTYDHOE W3oBpameHue wnpuua,
aeyx wrn v dinakoxa).

fonenHutensHo MoryT BbiTe HaHECEHB! TEXHWYECKWE
NPOU3BEOACTEEHHEIE / TUNOrpacbckne kofsl rpaduye- |
CHUE, HUCneHHbe, SykeeHHbIe

[oncnHurensHo nadyka KapTeHHas MoMeT GbiTh ocHa-
WigHa KOHTPONEM NEpPBOro BCKDLITHA,

OoncnuutensHo MoweT OkiTe HaHBCEHA WHGhOpMaULs
ANA MOHUTOPWHIE ABMKSHWR NEKAPCTEEHHLIX Nnpenapa-
TOB OT NPOWIBOAWTENS A0 KOHEYHOrD noTpeduTens,
[NonenuurensHo moweT BhiTh HaHeCeHa cneywanianpo-
BaAHHaA JAWNTHAR HAKN2AKa Ha O4HCN CTOPOHE KapToH-
HOI?I namm

- uadu Hame ofﬁ:epmd'u!m ith the warning sign B} ftexi: "PEN-
TAXTME"),
~ generic nanve,
= dosage forn naime;
~ aumber of doses in @ carion pack;
= q-ty ef vials and syringes per carion pack {for packs with | vigl +
{ syringe with attached needle = the follow u‘g fexi; 1 vial + 1 sp-
risge with aitached needle *; Jor packs with I vial and ! syringe in a
kit with 2 separate needles — the following text: 1 vial + | syringe
+ 2 separate needles”);
~ lage of the manufocturing company as a text in Latin letters
{ “sanafi”);
- camposition ef | vaccine dose with nawmes and contents of active
substanices, iist of excipienis, and conteni af edsorbent;
= stovage conditions;
- Warnings:
o "Forchildren”,
o “Keep out of reach of children”,
o  "Read the PIL carafully before use
o "The remainder of the vacchie or medical wasted n.m! be |
disposed (wiilized) as per the national requiremenis ™,
o “Sterile";
=~ Har cade;:
= Stevage conditians;
— Dhistrihution riles;
—~ Kit manufacturing date3 frext: “"Manyfactured:");
~ Baich No. of packaged suspension {* Suspension batch:");
~ Buaich No. of packaged lyopiilizaie {“Lyophilizare batch: ");
= Baich No, af the kit ftext; "Kit barch. ™)
¥ (lext: “Expiry date: ");
- Name and coumiry af the mamiacturer {the legal entity -
holder).
The subject-related image {contour image of a syringe with an at-
tached needle and of @ vial) is prinied on packs cantaining a vial end
a syringe with an attached needle.
The subject-related image {contour image of a syringe, twa neédles
and a vial) is printed on packs containing a vial and a syringe with
twa separate needles

.‘ll’-"‘

Additionally, technical production ¢ priviing house codes may be

privied: graphic, numeral, alphabetical

~ KONWYBCTBO (103 B NAYKE Kap-
TOHHOMN,
= KONUYECTRO  NEKOHOB ¥
LWNPULEB B NAYKE KapTCHHOW
(B peaakurd’ «1 dinakox + 1
WNpUY € 3EKpENNERHOR Wr-
noisj,
~ NOTOTHMN KOMNAaHMK Npouaso-
AUTENR 8 BUAe Hagnucu na-
TUHCKAMK Byksamm («sanofin),
~COCTaE Ha 1 J03Y BakUWKbI C
YHEIAHWEM HEWMEHOBEHWH W
XONVMECTE AelcTBYIOWWY BE-
WECTs, NepeyHs HaumeHoBa-
HWW  BCNOMOrarensHblX  Be-
WeeTs M konudecTea agcop-
BeaxTa,

npeaynpeauTENLHbIe
Hananucu:
o «/lna gereis,
0 «XpaHuTb B HE[OCTYNHOM
ang flevel mecre.»,
0 «lMepes npUMEHEHWEM BHIA-
MaTensHo OIHaKOMWTECH C
NUCTKOM-BKNEALILLEM, »,
o «OcTaTki HEeWCnoNb3DBaH-
HOW BaKUMHBIL UNU MEAMUMH-
CHME OTXOOLl QonMmHel ObiTs
YHUUTOMEHBI (yTenusupo-
BaHbI) B COOTBETCTHHK € HauM-
CHaNbHBIMKW TpeGoBaHUAMK. »,
0 «CrepunsHo. »,
— LUTpHX-KOG,
~ YCNOBWA XPAHEHNR,

| —YCNOBWA OTNYCKa;

~Aara NpoMsBOACTEE  KOM-
nnekra («MNpounas. »),

= HOMEDP CEepUM YNaKoBEHHOR
cycrnexany (B pegaxywn «Ce-
pUsi» «Syon. n),

—HOMEP CEPUW YNaKoBAHHOMD |
nuotunuaata (B peaakumu:
«Cepuain enuod.n);

~ HOMEp CEpMW KomnnexTa (B
penakunm; «Cepus:»
CROMMIN. 9],

~ [aTa OKOHYaHWA cpoka rog-
HOCTH KaMNNekTa (B penakuum:
«lofed noie).

|Ha naury, copepxawyia dqna-

KOH W WNpKy © 3akpenneqHoR
WFNOR, HNONCIHWTENBHC HaHe-
CEH  TEMaTUYECKAR  PUCYHOK
{KOHTYpHO® waohpamarue
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| Sfacturer (primary packagingi, pocl

Additionally, the temper evidence may be provided on a carion pack
Additionaily, the information for monitoring the medicinal drug flow
| fromt the manwfaciurer (o the consimer may be printed,
Additionally, a protective sticker may be provided on one side of a
carton pack

KOBKe (BTOpUYHARA vnaxo‘axal H 'Q&nxcgagg oM @
Tpone xaqegmg np: gnpumwem 000 _«HaHonek»,
HOW

bmam;
Homep cepwu kemnnexkta = pepakumn. «Cepusi»

®HOMON. %, HOMED CEPWW CyoneH3nn B peaakuymn: «Ce-
PUSIH «CYCM.i», HOMEpP Cepuik nvodunuiara B pejak-
Uuu «Cepuais «nuod. », HAVMEHOBEHWE JEpPMATENR
DErMCTRAUMONHHOMC yAOCTOR2DERVE B peaaiun. «flep-
WaTens PErvcTpaUroHHOrC YLOCTOBEepEHHA: Canodu
Buutpon  WHgyctpus, $Spadupa»,  HaWMEHOBAHWE,
CTpaHy w agpec npouseoauTans 8 paaaxyu: «fpous-
BCOMTENL (NEPRUHHAR YNaKoBka), YNakoBUMK (BTOpUY-
Haf YNakoBKa) W BLINYCKAKIMEA KOHTpPOMb KAYECTsa
000 «HaHonexs, Poccua, Kuposckas cbn., Opuses-
CEMA sy HALMNansHel paioH, TIEBVHCKOE FOpCaAcKoe
nocanedns, BuomenuumHckni komnnekc HAHONEK
TEDPUTCPWAY, NOFOTAN NPOMSBDAWTENRA B BUAE rpadm-
HECKOro 3nemMenTa u ﬂa,qwcn uHAHOﬂEK»

ﬁurun !‘ao uf the ht Buh " ”af. . suspension batch No.:
"Batch: " “suspension: hu]lnm. e batch No.: “Batch: " “lyophi-
Hzate:”, MA holder: "Md am;’*‘ v, Sanofi Winthrop Indusirie,
France"”, name, nw;rm and addvess of the manufacturer: Mani-
i,.’- 1 company (secondary pack-
aging), and the release gue n’iry control: LLC Nanolek, Russia, Kivov
Region, Orichevskiy Municipal Disirict, Lyovinskoye wrban-type
settlement, Biomedical Complex NANOLEK, territory), manufoc-
turer’s logo as a graphic element and rext "NANOLEK",
MNpuneyarue:
' lata OKCHYEHUA CPOKa FOAHOCTY KOMNNeKTa unK gara
OHOHYEHKA CROKa MCOHDCTY CYCNeH3kK,
2 [laTa oKOHYaHWS CPOKA FOAHOCTH KOMNNEKTA UNK fara
DHOHYAHWA CROKa regHocTy Nuothinuaara.
¥ Narta npovsgscacTea komnnexta (nuodinuaarta aAng
NOWIOTOBNEHUA  CYCNEH3UMY  ANA  BHYTPMMBILLEYHOTD
BEEOBHWA B KOMNNEKTE © G’gCﬂ&H3H6ﬁ ANA BHYTPUMEl-
WEYHOrD BREACHUA] ONDEAENSETCHA NO AaTe NPoMasca-
cTEa TOrC KoMnoHedTa, KoTops@ Buin npoussEnsH
padLLe. '
4 [ata OKOHUaHKA CROKE roARoCTH KOMANEKTa (NWodn-
NW3aTa ANs NPArOTOSNEHUA CYCIIEHIUA ANA BHYTPMMbI-

1 The e wpiry dave of the kit or the explry date of the suspension

LWBYHOID BEENSHUA B KOMIUISKTE C CYCNSH3MERN ANR |
BHYTRUMBILIEYHOTO BEEABHWS) CNIPEASNSeTes No gare
| OKOHYAHWR CPOKA FOQHOCTY TOro KOMNOHEHTA, Y KOTO- |-
| pOrc OHA HACTYNaET paHbLLUe | YKa3sIBEETeS Ha nadvxke |
| KEpPTOHHCOM W HE 3TUKETHE Kamaoro U3 KOMNOHEHTDB

| Vates:

| LINDKLA € 3akpennernoR urnod

¥ dnakoxa).

NononHuTEnBHO HaHeCeHbl
TEXHWYECKME MPOMABOACTREN-
Heie ! TUNOTpathCckMe Koakl rpa-
tudeckue, ducneHHeie, Oyk-
BEHHEIE,

MononHUTENEHO NaYka KapToH-
HaA CCHaLeHa KOHTponan nep-
BOrO BOKPLITHA,
HononHuTensHo HaHBCEHa WH-
DOPMaLMA ANA MOHWUTOPUHIE
OBMKEHUSA NEKapCTREHHEIX
npenapartee OT NpoksBoaMTENA
L0 KoHeYHOro noTpebwrens.

Ha nayke xapToHHOW ACNOAHW- -

TEN=HO YKA3aHBI HAWMEHOBA-
HUE [ISDHAETENA PErMCTRaLMOH-
HOFO YAOCTOBEPEHWA B peaak-
Uk «lepwaTens pervcTpaum-

OHHOMG YOOCTCBEDEHKA!
Carechu Bustpon MeaycTpus,
Opakuymae,’ HawmMoHOBaKKe,

cTpaHa v aapec npou3Bofun-
TENR B pepasuuu «llpouzeo-
= | AuTens (NepBUYHAN ynakoska),
YNakoBlnK (BTOpKMYHas  yna-
KOBKA] W BBINYCKSWLMA  KaH-
Tpone kasectsa. OO0 «HaHo-
nexxs, Poceus, Knposckas cbn,,
Opu-eBcikMi - MyHUUMNANsHBIR
paiioH, JléBMHCKOE ropofckoe
nocenekne, bBuomeanUMHCEUR
komnnekc HAHONEK Teppuro-
pUss, NOTOTUN NPOM3BOANTENS
B BUSE rpadudeckoro  ane-
MeHTa u  Haanucn  «HAHO-
NEK».

Tie following Is specifie s ear-
o pack:

trade name of the praduct (with the

WArRing sign L

("PENTAXIM®"),

= EeNEnC namey

- dasage form name;

= pumber of doses in a cartan pack;

= number af viels and syringes per

carton pack (text: "1 wial + 1 x5y
ringe with attached needle”);

- lago of the mamyfacturing company
as a ftext in Latin letters
{“sanofi ")

composition of | vaccine dose with
names and contents of aetive sub-
stances, list af excipients, and
comfent of adsorbent;

- Warnings:
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HAHOAEK

MACNOPT KAUECTBA | CERTIFICATE OF ANALYSIS

Kop/cade: 3N-N03-03-001

Ne 40000037244 Be pCc WS Version: 9
Ena H Kwam 2
HanmeHoBaHue MeTogbi HopMbl Pesynbrarsi
rnokasarens MCNbITAHKWA Specifications HCNbITAHWA
Indicator Test method Test resalts

* The expiry date of the kit or the expiry date of lyaphilizate.

* The kit manufacturing date flyaphilizate for preparation of suspen-
sion for tmiramuscular infection in a kit with suspension for inira-
muscular injection) is determined using the manyfacturing date of
the companent with the earliest manufacturing date.

* The kit expiry date (lyophilizate Jor preparation aof suspension for
intramuscular infection in a kit with suspension for inramuscular
njection} is determined wsing the expiry date af the eomponent with
the earliest expiry date and is specified on the carton pack and on
the label of each component, )

o "“For children”,
o “Keep owt af reach of chil-
dren”,
o "Read the PIL cavefully be-
Sfore use",
©  "The remainder of the vaccine
or medical wasted must be dis-
posed (wiilized) as per the na-
tional requivements”,
o “Sterile”;
- Bar cade;
- Starage conditions;
= Dispensing rules;
= Kit mamifaciuring dage (text; “Man-
wfactured:"'};
- Batch No, of packaged suspension
{“Baich:" “suspensian:"});
- Batch No. of packaged lyophilizate
{"Baich:" “lyophilizate");
- Batch No. of the kit (text: "Baich:”
Ky
~ Kit expiry date (lexi:
data:").
The subject-related image (contour
image of @ syringe with an attached
needle and of a viall is printed on
packs containing a vial and a syringe
with an attached needle.
Addittonally, technical production 7
printing howse codes ave printed:
graphic, numeral, alphabetical,
Additionally, the temper evidence is
provided on a carton pack.
Additianally, the information for mon-
itoring the medicinal drug flow from
the manigfacturer (o the end consumer
i peluited
The follawing s additionally specified
on the carton pack: MA holder: "MA
holder: Sanofi Winthrap  Indusivie,
France "), name, country, and address
of the manufactrer: “Manfacturer
fprimary packaging), packaging cam-
paiy (secandary packaging), and the
release quality control: Nanolek LLC,
Russia, Kirov Region, Ovichevskiy
Municipal Disirict, Lyovinskoye ur-
boii-type settlement, Blomedical Com-
plex NANOLEK, territory), mannfac-
turer s logo as a grapdile element and

“Expiry

fext “"NANGLEK",
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MACHOPT KAUECTBA | CERTIFICATE OF ANALYSIS

Kop/cade: 3M-103-03-001

HAHOARK
Briauklrorm 2
HanmeHoBaHue MeToaet Hopmb Peayneratsi
noKaszaTens Wcﬂhﬂ'&ﬂ“ﬂ 7 ) HCNbITAHWUA
' CoOTRETCTRYET  MakeTy
ynakoBku (paspen 1.3.2 Mo-
ayna 1)
Complies with the packaging arl-
wark (Section 1.3.2 of Module 1}.
B COGTBETCTBMN ¢ COrNACOBAHHbIM MAKETOM ynakosky (cm, | MBKET NEPBUHOR  yna-
- KOBKWM COCTBETCTSYET
panaen 1..2 agyr 1) fIN-N2(003155)(PT-RU) ot
In aecardance with the agreed pactaging artwork (see Section 1.3.2 of . IR M
Madule 1), 28.02.2025 (cooTBeTCTRYET
SKCNEpTHOMY ©T4eTy OT
MakeT nepBvuHOi YNaKoBKY COOTBETCTBYET 26.02.2025 Ne 5283 (no-
NN-N2(003156)-(FF-RU) ot 28.02.2026 (cooTeetcTayeT yc;em?a’féﬂbﬂfc"jb 03031}-&
KCHEPTHOMY OTYETY oT 26.02.2025 Ne 5283 (nocneposa- | /¢ primary packaglag ariwork
26?12HF;CTb 0‘%03})‘ Ry ( a c{amp!iu with JIT-Ner003155)-
Mapkuposxa The primary packaging artwork complies with JIIL-Ne(003155)-(PT-RU) (PI“-R‘E;) ‘i‘" ed ‘7‘ 6. ?‘)‘2»0? 5 (u}::r-
Laheling dated 28022025 (corresponds te expert rvepart No. 3283 dated r;e;pan e o r:;;er Seon . “
26,02.2025 fsequence 000S)) | SE00 dcles TOULI0ET (pepan
o - - m}}‘ '
MakeT BTODUUHOM YNaKCBKK COOTBETCTBYET za;:;r - ;?.57‘:;:0:1 yna-
JIN-Ne(003156)-(PT-RU) o1 28.02.2025 (cooTsetcTayer ﬂﬂ~Nﬁ(003155‘}-{PyF-RU) or
aKkcnepTHoMy aTyety ot 26.02.2025 Ne 5283 (nocnepoea- 029
TenbHOCTL 0008)), 28.02.2025 (cooTeeTCTBYET
The secondary packaging artwork complies with JIT-Nef003153)-(Pr~ SKCﬁEfJTHOMy QTH&TY ,OT
RU dated 28.02.2025 (covvesponds to expert report No. 5283 dated | 26‘02'20257 Ne 5283 (no-
26.02.2025 (sequence 0068)), - cnefosartensHocTs 0008)).
The secondary packaging artwork
complies  with  JITENe(003155)-
fPE-RUY dated 28.02.2025 feovre-
sponds to expert report Nop, 5253
dated  26.022025  (sequence
. S 0008)).
XpakuTe B xonogunetinke (2-5 “C), B opuruHansHon yna-
Xpaxerue KoBKE (B NavKe KapTOHHOR) ang Toro, yrobel 3awmTHTe OT CooTBETCTEYET
Storage ceeTa. He samopaivears. Compliant

Stove refrigerated at 2 °C to 8 °C in the original packaging (carton pack)
to protect frone fight. Do not freese

CpoK roaHocTH
Shelf life

Nuodbunuaarta - 4 roaa,

CycneHauu - 4 rofa.

Jlata OKOHWEHWA CPOKa ro/iHOCTH KoMNnexra (nuounu-
3ara AnS NPUIOTOBNEHUA CYCNaHauy ANd BHYTRUMbILLEY-
HOPO BEEJEHWA B HONMNNEKTE C CYCNIEHsMal N8 BHYTPUMEI-
WEYHOrD BEEEHWR) ONpeOenneTca No AATE OKCHYEHWRA
CpOKa rCAHOCT TOMC KOMNOHEHTA, ¥ KOTOPOro OH& HacTy-
naeT paHsLe.

[laTta cKoHYaHUA CPOKA reAHOCTY KOMNIEKTA YKAZLIBAETCA

Ha Nadvke KapToHHOR K Ha 3TVKETKE KExA0rc Ul KOMNoOHEeH- |

708, NGO TONLKG HA NEYKE KAPTOHHOH.

Oatol croHY4aHWs CpoKa rofHoccTH ABNSETCR nocneaHui
AEHE MECALa, YKa3aHHCro Ha ynaKceke,

Lyophilizate - 4 years,

Suspension — 4 years:

The expivy date of the kit {lyophilizate for preparation of suspension for
intramuscular iifection in a kit with sicspension for intramuscidar injec-
tion) is determined by the expiry date of the component with the earlier
expiry date.

The kit expiry daie is specified an the carten pack and on the fabel of |
| eack component, or on the cartan pack only.,

Fali

| The expiry date is the lasi day of the month specified on the pack

Nwodbunuaara - 4 roga,
Cycnenaun - 4 roga.
Lyophilizate - 4 years,
Suspension ~ 4 years
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HAHOAEK NACNOPT KAMECTBA | CERTIFICATE OF ANALYSIS Koa/code: 3M1-1103-03-001

Bepcusilversion: 9
BraukiForm 2

Ne 40000037244

| Npumevarus / Noes: 2~ , o ]

SAKINKOYEHUE ! concrusion:

Mpenapar ﬂeu‘rakcwu’”, nuounusart gna NPUrOTOENEHUA CYCNEeH3NUK ANA BHYTPUMBILLIEY-
Product HOro BEEEHNA, 1 Ao3a, B KOMNNEeKTe ¢ CYCNeH3Inen gns BHYTPHMbIWBYHOIO BBE~
neHus 0.5 mn
Pentaxin®, lvophilizate for prepavation of suspension for intramusculur injection, § dose, in @ kit with suspension
JSor intranuscalar injection 0.5 i,

Haumesosakve npenapata / Product

A21160 TpeBosannAm , , ,
(A21048/ 5DA27) requirements of JIN-Ne{003158)-(Pr-RU)-280225
cepus / baich Cootsercrayet | He cootaeTcrayet HOMEP HOPMETABHOID JokyMENTa
is compliant £ not compliant with Normative Daciment No.
H OKK /
avansHuK a &
Head of QC Department A f,f,-' Ve ) ), (2, 1284
DomsHocTs { Position 2\ OAI((CI;J Signature Nata/ Date
w A0







PA3PEIIEHUE
Ha BBOA B IpakIaHCKHH 000poT B Poccuiickoii efeparym CEPHH WY APTHN

Npou3BeAeHHOTO B Poccuiickoit Deiepanuy uiam BBO3UMOTO B Poccniickyro ®eneparmio
MMMYHOOHOIOIHIECKOTO JIEKAPCTBEHHOTO TIperapara

Ne P006-00110-77/05449016 ot 30.06.2026

Boipano O6miectBy ¢ OrpaHHYEHHO OTBETCTBEHHOCTBIO "Hanonex", Poccus, 123112, r. Mockea,
BH.TCP.I'.  MYHHIMNANBLHBIN OKpyr IIpecHeHckuit, . Tecrosckas, x. 10, momem. 1/16,
WHH: 7701917006.
(HanMeHOBaHNUE FOPHMYECKOrO JIHIIa, ropuanveckuii anpec, MHH)
Deepanbuas ciyx6a no HaA30py B cepe 31paBooXpaHeHust HA OCHOBAHUM 3AKJIIOYECHS
UcnbiraTensuoit naboparopun MockoBCKoit 1a00paTOPUU KOHTPOJIS KadecTBa JIEKApCTBEHHLIX
cpeacts OPI'GY "UMIIDYAOCMIT" PocsnpaBHaazopa
(HauMeHOBaHUE (denepanbHOroO TrOCYIapCTBEHHOT'O OIOKETHOT'O YUPEXIACHUS)
or 25.06.2026 Ne 6471K-11/26 paspewmaer BBox B IPakAaHCKHI 060poT
(mara) (HOMED)
B Poccuiickoii ®exepanun HMMYHOGHOI0THIECKOT0 JIEKAPCTBEHHOI0 NIpenapara
[Tenrakcum®
(ToproBoe HanMeHOBaHHE)

Baxuuna ny1s npoduitaxruku nudrepun u cronbHsaka asicopOUpoOBaHHast, KOKIIONIA
alCJUTIOJIApHast, TONTMOMUEINTa MHAKTUBUPOBAHHAS M MH(EKIUH, BHI3BIBAEMON Haemophilus
influenzae Tun b, KonbIorupoBauHas
(MeXIyHAapOIHOE HENTATEHTOBAHHOE HAMMEHOBAHMC (rpynmupoBoYHOE HITH XUMUIECKOE)

g (L;ﬂ‘(\)%a) -

MTHO(UIU3AT IS IPUTOTOBJIEHUS CYCIICH3HUH IS BHYTPUMBIIICYHOTO BREHEHIS

¢maxons! (1 1mIT.) - TAYKK KAPTOHHBIE /B KOMIIIEKTE ¢ CyCIEH3HEH nn’ﬂ'<i§hyipHMLImé§HQro
BBeJeHus (mmpuir) 0.5 mi-1 mT., urna-lmr.// o'/ 17/1,, \ = |\
(popma BeImycKa (¢ ykazaHueM neKapcTBEHHOM bopmel, o3upoBKH, PacoBky) Ki\ KOIMuecTR B;/l)[

cepun  A21160 (cycr.:A21048/ miod.:SDA27) | l‘f}";‘fﬁ;‘;‘;’;“ \\:::{:

S
N/

a
7

“x6iuuecerso

(HOoMmep cepun) YIaKOBOK)

rogeH 1o 31.12.2028

(cpok rogHOCTH)
npoussojacrsa Canodu Buntpon Unpycrpus, Opannus, 1541 avenue Marcel Merieux 69280
Marcy 1'Etoile, France (mpousBomutens roToBoii JI®); Parc Industriel d'Incarville, Voie de
L'Institut, P.O. Box 101, 27100 Val de Reuil, France (mpomsBonuTens rotosoit JID, nepsuunas
ynaxkoBka); OOIecTBa ¢ OrpaHUYEHHOH OTBETCTBEHHOCTBbIO "Hamosex" (OO0 "Hanosnex"),
Poceust, Kuposckast obnacts, Opuuesckuii MYyHHIUNANBHBIE paiion, JIEBHHCKOE Tropopckoe
nocenenue, buomeanmunckuii xommiexke HAHOJIEK TEPPUTOPHs (IEePBUYHAS YIIAKOBKa,
BTOPUYHAS YIIAKOBKA, BBIITYCKAIONIMIA KOHTPOJIb KAuecTBa).

(HaMMEHOBAHHE ¥ AJ[PeC MPOU3BOIUTEIS (¢ ykazanueMm cTanii IpOM3BO/ICTBA)

Perucrpaunuonnoe ynocrosepenne Ne JIII-Ne(003155)-(PT-RU) ot 08.09.2023.
Jlepikaresib PerMcTPaNMOHHOIO YIOCTOBEpPeHH s Canodu Buntpon Wunycrpus, dpannms,
82 avenue Raspail, 94250 Gentilly, France.

(nauMeHoBanue, anpec)

b

JOKYMEHT IMOJIIMCAH
SIIEKTPOHHOM ITOJAICEIO

3aMecTUTeNb PYKOBOOIUTECIA Cepruuxar OEFO3CEF1F4E72029AD243F0C2179A41
P o CBer aBHaﬂS Opa Biaenen Hapxosmenko Jvarrpuii Beesoaoposin

Jletiersuresnen ¢ 10.06.2026 1o 03.09.2027

J.B. Tlapxomenxko







