
rotariqsi
rotavirusis vaqcina

xarisxobrivi da raodenobrivi Semadgenloba

1 doza (1.5 ml) Seicavs:
cocxali, atenuirebuli adaminis rotavirusis RIX4414 Stami

araumcires 106.0 CCID50

farmacevtuli forma

SigniT misaRebi suspenzia
vaqcina aris gamWvirvale da ufero siTxe.

klinikuri maxasiaTeblebi

Cvenebebi
rotariqsi naCvenebia rotavirusuli infeqciiT gamowveuli
gastroenterinis prevenciisaTvis (ix. paragrafebi gafrTxileba da
sifrTxilis zomebi da farmakodinamika).

dozireba da miRebis wesi
dozireba
vaqcinaciis kursi Sedgeba ori dozisagan. pirveli doza keTdeba 6 kviris
asakidan. dozebs Soris intervali unda iyos araumcires 4 kvira.
vaqcinaciis kursi unda dasruldes 24 kviris asakSi.

rotariqsi SeiZleba gakeTdes igive dozebiT dRenaklul axalSobilebSi
(ix. paragrafebi gverdiTi movlenebi da farmakodinamika).

klinikur kvlevebSi, vaqcinis amoxveleba an regurgitacia iSviaTad
aRiniSna da aseT SemTxvevebSi ar iqna gamoyenebuli Camanacvlebeli doza.
Tumca. im SemTxvevebSi, Tu Cvili amoaxvelebs an ukan amoaqvs vaqcinis
doza, erTjeradi CanacvlebiTi doza SeiZleba micemul iqnas vaqcinaciis
imave vizitis dros.

mkacrad rekomendebulia, rom Cvilebma, romlebmac miiRes rotariqsis
pirveli doza, daasrulon rotariqsis 2-doziani kursi.

miRebis meTodi
rotariqsi gankuTvnilia mxolod SigniT misaRebad.

dauSvebelia rotariqsis ineqcia.



ar aris SezRudva 1 wlamde asakis bavSvebisaTvis sakvebis an siTxis, maT
Soris dedis rZis, miRebasTan dakavSirebiT vaqcinaciamde an vaqcinaciis
Semdeg.
klinikur kvlevebSi mopovebuli mtkicebulebebis mixedviT, ZuZuTi kveba
ar amcirebs rotavirusiT gamowveuli gastroenteritis winaaRmdeg
dacvas, rasac uzrunvelyofs rotariqsi. aqedan gamomdinare ZuZuTi kveba
SeiZleba gagrZeldes vaqcinaciis sqemis dros.

miRebis Sesaxeb informaciisaTvis ix. paragrafi gamoyenebis/moxmarebis
instruqciebi.

ukuCvenebebi
rotariqsi ar unda dainiSnos pirebSi, romlebsac dadgenili aqvT
hipermgrZnobeloba rotariqsiT wina vaqcinaciis Semdeg an vaqcinis
romelime komponentis mimarT (ix. xarisxobrivi da raodenobrivi
Semadgenloba da damxmare nivTierebebis CamonaTvali).
pirebi invaginaciis anamneziT.
pirebi, romlebSic ar aris aRmofxvrili gastro-intestinaluri traqtis
Tandayolili anomaliebi (rogoricaa mekelis divertikuli), SeiZleba
winaswar ganwyobilni iyvnen invaginaciis mimarT.
mZime kombinirebuli imunodeficituri darRvevis (mkid) mqone pirebi (ix.
paragrafi gverdiTi movlenebi).

gafrTxilebebi da sifrTxilis zomebi
saTanado klinikuri praqtikis mixedviT, vaqcinacias win unda uZRodes
samedicino istoriis ganxilva (gansakuTrebiT, wina vaqcinaciasTan da
SesaZlo gverdiT movlenebTan dakavSirebiT) da klinikuri gamokvleva.

sxva vaqcinebis msgavsad, rotariqsis gamoyenebac unda gadaidos pirebSi,
romlebsac aReniSnebaT mwvave mZime febriluri daavadeba. Tumca mcire
infeqciebis arseboba, rogoric aris gacieba, ar warmoadgens vaqcinaciis
gadadebis Cvenebas.
rotariqsiT acra unda gadaidos pirebSi, romlebsac aReniSnebaT diarea
an Rebineba.

ar arsebobs monacemebi rotariqsis usafrTxoebis da efeqturobis
Sesaxeb kuW-nawlavis daavadebis mqone bavSvebSi. rotariqsiT vaqcinacia
sifrTxiliT unda moxdes iseT CvilebSi, roca eqimis azriT, vaqciniT
aucreloba gamoiwvevs ufro did risks.
invaginaciis riski Sefasebul iqna farTo usafrTxoebis kvlevaSi
(moicavda 63,255 Cvils), romelic Catarda laTinur amerikasa da fineTSi.
ar aRiniSna invaginaciis riski klinikur kvlevaSi rotariqsis miRebis
Semdeg placebosTan SedarebiT.



postmarketinguli usafrTxoebis monacemebi miuTiTebs invaginaciis
SemTxvevebis gardamaval zrdaze vaqcinaciis Semdeg umetesad pirveli
dozidan 7 dRis ganmavlobaSi, ufro naklebi sixSiriT meore dozis
Semdeg. saerTo jamSi invaginaciis sixSire rCeba iSviaTi. rotariqsi
axdens Tu ara invaginaciis saerTo riskze gavlenas ar aris dadgenili.

amitom, rogorc sifrTxilis zoma, samedicino specialistma unda
gaakontrolos yvela simptomi, romelic miuTiTebs invaginaciaze (muclis
Zlieri tkivili, mudmivi Rebineba, sisxliani ganavali, muclis
Seberiloba da/an maRali cxeleba). mSoblebi/ momvlelebi
gafrTxilebulebi unda iyvnen, rom swrafad moaxdinon aseTi simptomebis
Sesaxeb Setyobineba.

invaginaciebisadmi midrekilebis mqone pirebis Sesaxeb ix. paragrafi
ukuCvenebebi.

rotariqsis gamoyeneba imunosupresiul CvilebSi, maT Soris bavSvebSi,
romlebic itareben imunosupresoruli Terapias, dafuZnebuli unda iyos
potenciuri sargeblisa da riskebis Tanafardobaze (ix. paragrafi
farmakodinamika).
vaqcinis virusis gamoyofa ganavalSi aRiniSneba vaqcinaciis Semdeg da
grZeldeba 10 dRis ganmavlobaSi gamoyofis pikiT daaxloebiT me-7 dRes
(ix. paragrafi farmakodinamika). klinikur kvlevebSi acrilebis
seronegatiuri kontaqtebis dros aRiniSna gamoyofili vaqcinis virusis
gadacemis SemTxvevebi klinikuri simptomebis gareSe. rotariqsi
sifrTxiliT unda iqnas daniSnuli pirebSi, romlebsac axlo kontaqti
aqvT imunodeficitur pirebTan, rogoricaa avTvisebiani simsivniT
daavadebulebi, daqveiTebuli imunuri sistemis mqone pirebi an romlebic
itareben imunosupresorul Terapias. axalacrilebTan kontaqtSi
myofebma unda daicvan piradi higiena (rogoricaa xelebis dabana) bavSvis
safenebis gamocvlis Semdeg.

sxva vaqcinebis msgavsad, damcvelobiTi imunuri pasuxi SeiZleba ar
ganviTardes yvela acrilSi (ix. paragrafi farmakodinamika).

rotariqsis damcvelobiTi unari rotavirusis sxva Stamebis winaaRmdeg,
romlebic ar cirkulireben klinikur kvlevebSi, dResdReobiT ucnobia
(ix. paragrafi farmakodinamika).

rotariqsi ar ganapirobebs dacvas gastroenteritis winaaRmdeg, romelic
gamowveulia rotavirusisgan gansxvavebuli paTogenebiT.

dauSvebelia rotariqsis ineqcia.

urTierTqmedebebi



rotariqsi SeiZleba erTdroulad miRebul iqnas sxva qvemoT CamoTvlil
monovalentur an kombinirebul vaqcinebTan [maT Soris heqsavalentur
vaqcinebTan (DTPa-HBV-IPV/Hib)]: difteria-tetanusi-mTlianujreduli
yivanaxvelas vaqcina (DTPw), difteria-tetanusi-araujreduli yivanaxvelas
vaqcina (DTPa), Haemophilus influenzae b tipis vaqcina (Hib), inaqtivirebuli
poliomielitis vaqcina (IPV), B hepatitis vaqcina (HBV), pnevmokokuri
koniugaturi vaqcina da meningokokuri C serojgufis koniugaturi vaqcina.
klinikurma kvlevebma aCvena, rom gakeTebuli vaqcinebis imunuri pasuxebi
da usafrTxoebis profilebi ar Secvlila.

rotariqsis da oraluri poliomielitis vaqcinis (OPV) erTdrouli
miReba ar axdens gavlenas poliovirusis antigenebis imunur pasuxze.
Tumca, opv-s erTdrouli miReba mcired aqveiTebs rotavirusis vaqcinis
imunur pasuxs, klinikuri damcveloba mZime rotavirusuli
gastroenteritis winaaRmdeg SenarCunebuli iyo.

fexmZimoba da laqtacia
rotariqsi ar aris naCvenebi mozrdilebisaTvis. rotariqsis gamoyenebis
Sesaxeb monacemebi fexmZimobis an laqtaciis dros adamianebSi ar aris
xelmisawvdomi da cxovelebSi reproduqciuli kvlevebi ar aris
Catarebuli.

avtomobilisa da sxva meqanizmebis marTvis unarze gavlena
rotariqsi ar aris gankuTvnili mozrdilebSi gamosayeneblad.

gverdiTi movlenebi
qvemoT mocemuli SeTanxmeba gamoyenebulia sixSiris klasifikaciisaTvis:

Zalian xSiri 1/10
xSiri 1/100 da <1/10

araxSiri 1/1,000 da <1/100

iSviaTi ≥1/10,000 da <1/1,000
Zalian iSviaTi <1/10,000

qvemoT mocemuli usafrTxoebis profili dafuZnebulia klinikuri
kvlevebis monacemebze, romlebic Catarda rotariqsis liofilizebuli
an Txevadi formuliT.
jamSi oTx klinikur kvlevaSi, rotariqsis Txevadi formulis
daaxloebiT 3,800 doza gamoyenebul iqna daaxloebiT 1,900 CvilSi. am
kvlevebma aCvena, rom Txevadi formulisa da liofilizebuli formulis
usafrTxoebis profili msgavsi iyo.

saerTo jamSi 23 klinikur kvlevaSi gamoyenebul iqna rotariqsis
daaxloebiT 106,000 doza (liofilizebuli an Txevadi formula)
daaxloebiT 51,000 CvilSi.



sam placebo-kontrolirebul klinikur kvlevaSi, romlebSic
gamoyenebul iqna mxolod rotariqsi (rutinuli pediatriuli vaqcinebi
droSi gadatanil iqna), arasasurveli movlenebis (Segrovebulia
vaqcinaciidan 8 dRis ganmavlobaSi) – diarea, Rebineba, madis dakargva,
cxeleba, gaRizianeba da xvela/cxviridan gamonadeni – sixSire da simZime
ar gansxvavdeboda mniSvnelovnad rotariqsisa da placebos mimReb
jgufebs Soris. am movlenebis sixSire an simZime ar gazrdila meore
dozis dros.

17 placebo-konotrolirebuli klinikuri kvlevis gaerTianebuli
analizidan, kvlevebis CaTvliT, sadac rotariqsi gamoyenebul iqna sxva
rutinul pediatriul vaqcinebTan erTad (ix. paragrafi
urTierTqmedebebi), aRiniSna Semdegi gverdiTi movlenebi (Segrovebulia
vaqcinaciidan 31 dRis Semdeg), romlebic miCneul iqna vaqcinaciasTan
SesaZlo kavSirSi.

gastro-intestinaluri darRvevebi:
xSiri: diarea
araxSiri: meteorizmi, muclis tkivili

kanisa da kanqveSa qsovilis darRvevebi:
araxSiri: dermatiti

zogadi darRvevebi da gamoyenebis adgilis mdgomareobebi
xSiri: gaRizianebadoba

dakvirvebiTi usafrTxoebis kvlevebis monacemebis mixedviT, romlebic
Catarda laTinur amerikasa da fineTSi, sul CarTuli iyo 63,225 piri. es
kvleva iZleva mtkicebulebas, rom invaginaciis gazrdili riski ar
aRiniSneba rotariqsis jgufSi, placebo jgufTan SedarebiT, rogorc es
naCvenebia cxrilSi.

rotariqsi placebo SedarebiTi riski
(95% CI)

invaginacia
gamoyenebidan 31
dRis
ganmavlobaSi

N=31,673 N=31,552

pirveli doza 1 2 0.50 (0.07; 3.80)
meore doza 5 5 0.99 (0.31; 3.21)
invaginacia
sicocxlis
pirvel wlamde:

N=10,159 N=10,010

pirveli doza 1
wlis asakamde

4 4 0.28 (0.10; 0.81)



CI: sarwmunoebis intervali

usafrTxoeba dRenaklul axalSobilebSi
klinikur kvlevaSi 1,009 dRenakluli Cvili iRebda rotariqsis
liofilizebul formulas an placebos (198 iyo 27-30 gestaciuri kviris
asakis da 801 31-36 gestaciuri kviris asakis). pirveli doza miRebul iqna
dabadebidan 6 kviris Semdeg. mZime gverdiTi movlenebi aRiniSna 5.1%
pirebSi, romlebic iRebdnen rotariqss 6.8%-Tan SedarebiT, romlebic
iRebdnen placebos. gverdiTi movlenebis msgavsi sixSire aRiniSna
rotariqsis da placebos jgufebSi. ar aRniSnula invaginaciis arc erTi
SemTxveva.

postmarketinguli monacemebi
gastro-intestinaluri darRvevebi:
iSviaTi: hematoqezia, gastroenteriti vaqcinis gamoyofiT CvilebSi,
romlebsac aReniSnebaT mZime kombinirebuli imunodeficiti (mkid).
Zalian iSviaTi: invaginacia (ix. paragrafi gafrTxilebebi da sifrTxilis
zomebi),

dozis gadaWarbeba
aRiniSna dozis gadaWarbebis ramdenime SemTxveva. zogadad, am
SemTxvevebSi aRniSnuli gverdiTi movlenebis profili msgavsi iyo
rotariqsis rekomendebuli dozis miRebis Semdeg gamovlenili gverdiTi
efeqtebis.

farmakologiuri Tvisebebi

farmakoTerapiuli jgufi: virusuli vaqcinebi, aTq kodi: J07BH01

farmakodinamika
damcvelobiTi efeqturoba
klinikur kvlevebSi efeqturoba gastroenteritis winaaRmdeg, romelic
gamowveulia rotavirusis yvelaze gavrcelebuli genotipebiT G1P[8],
G2P[4], G3P[8], G4P[8] da G9P[8] da rotavirusis araZiriTadi genotipebiT
G8P[4] (mZime gastroenteriti) da G12P[6] (nebismieri gastroenteriti).
yvela es Stami cirkulirebs msoflioSi. rotariqsis liofilizebuli
formulis damcvelobiTi efeqturoba nebismieri da mZime rotavirusuli
gastroenteritis winaaRmdeg Sefasda evropaSi, laTinur amerikaSi,
afrikasa da aziaSi.

gastroenteritis simZime ganisazRvra ori sxvadasxva kriteriumiT:
- vezikaris 20-quliani SkaliT, sadac fasdeba rotavirusuli

gastroenteritis sruli klinikuri suraTi, mxedvelobaSi miiReba
diareis da Rebinebis simZime da xangrZlivoba, cxelebis da
dehidrataciis simZime, aseve mkurnalobis saWiroeba.



an
- klinikuri SemTxvevis definicia jandacvis msoflio organizaciis

(jmo) kriteriumis mixedviT.

damcvelobiTi efeqturoba evropasa da laTinur amerikaSi
rotariqsis ori dozis Semdeg, vaqcinis efeqturi damcveloba Sefasda
sicocxlis pirvel da meore wels kvlevebSi, romlebic Catarda evropaSi
da laTinur amerikaSi, mocemulia qvemoT cxrilebSi 1 da 2:

cxrili 1: kombinirebuli kvleva, romelic Catarda evropaSi: sicocxlis
pirvel da meore wels
(rotariqsi N=2,572; placebo N=1,302 (§))

vaqcinis efeqturoba (%) rotavirusuli nebismieri da mZime
gastroenteritis winaaRmdeg [95% CI]

Stami nebismieri
simZimis

mZime+

G1P[8] 89.5 [82.5; 94.1] 96.4 [90.4; 99.1]

G2P[4] 58.3 [10.1; 81.0] 85.5 [24.0; 98.5]

G3P[8] 84.8 [41.0; 97.3] 93.7 [52.8; 99.9]

G4P[8] 83.1 [55.6; 94.5] 95.4 [68.3; 99.9]

G9P[8] 72.5 [58.6; 82.0] 84.7 [71.0; 92.4]]

Stamebi P[8] genotipiT 81.8 [75.8; 86.5] 91.9 [86.8; 95.3]
rotavirusis

cirkulirebadi Stamebi
78.9 [72.7; 83.8] 90.4 [85.1; 94.1]

vaqcinis efeqturoba (%) rotavirusuli nebismieri da mZime
gastroenteritis winaaRmdeg, romlebic saWiroeben samedicino

daxmarebas [95% CI]
rotavirusis

cirkulirebadi Stamebi
83.8 [76.8; 88.9]

vaqcinis efeqturoba (%) hospitalizaciis winaaRmdeg, romelic
gamowveulia rotavirusuli gastroenteritiT [95% CI]

rotavirusis
cirkulirebadi Stamebi

96.0 [83.8; 99.5]

+ mZime gastroenteriti, romelic vezikaris SkaliT ganisazRvreba ≥11
quliT;
§ ATP kohorta efeqturobisaTvis, moicavs yvela pirs usafrTxoebis ATP
kohortidan, romlebic Sedian efeqturobis dakvirvebis periodSi.

cxrili 2: kombinirebuli kvleva, romelic Catarda laTinur amerikaSi:
sicocxlis pirvel da meore wels
(rotariqsi N=7,205; placebo N=7,081 (§))



Stami vaqcinis efeqturoba (%) mZime
rotavirusuli gastroenteritis+

winaaRmdeg
[95% CI]

yvela rvge 80.5 [71.3; 87.1]
G1P[8] 82.1 [64.6;91.9]

G3P[8] 78.9 [24.5;96.1]

G4P[8] 61.8 [4.1;86.5]

G9P[8] 86.6 [73.0;94.1]

Stamebi P[8] genotipiT 82.2 [73.0;88.6]

+mZime rotavirusuli gastroenteriti, romelic gansazRvrulia rogorc
diareis epizodi RebinebiT an Rebinebis gareSe, romelic moiTxovs
hospitalizacias da/an rehidratacias samedicino dawesebulebaSi (jmo-s
kriteriumi);
§ ATP kohorta efeqturobisaTvis, moicavs yvela pirs usafrTxoebis ATP
kohortidan, romlebic Sedian efeqturobis dakvirvebis periodSi.

vaqcinis efeqturoba G2P[4] StamiT gamowveuli mZime rotavirusuli
gastroenteritis winaaRmdeg iyo 38.6% (95% CI: <0.0; 84.2). SemTxvevebis
raodenoba, romliTac Sefasda efeqturoba G2P[4]-is winaaRmdeg, iyo
Zalian mcire.
efeqturobis oTxi kvlevis gaerTianebuli analizis mixedviT,
efeqturoba G2P[4] StamiT gamowveuli mZime rotavirusuli
gastroenteritis winaaRmdeg (vezikaris Skala ≥11) iyo 71.4% (95% CI: 20.1;
91.1).

radgan rotariqsis Txevadi formulis 2 dozis Semdeg aRniSnuli
imunuri pasuxi msgavsi iyo rotariqsis liofilizebuli formulis 2
dozis Semdeg aRniSnul maCvenebelTan, vaqcinis efeqturobis done,
romelic aRiniSneba liofilizebuli formulis gamoyenebisas SeiZleba
eqstrapolirebuli iyos Txevadi formulisTvis.

damcvelobiTi efeqturoba afrikaSi
klinikuri kvleva Catarda afrikaSi 4,900-ze met pirSi, sadac Sefasda
rotariqsi 10 da 14 kviris asakSi (2 doza) an 6, 10 da 14 kviris asakSi (3
doza). vaqcinis efeqturoba mZime rotavirusuli gastroenteritis
winaaRmdeg sicocxlis pirvel wels iyo 61.2% (95% CI: 44.0; 73.2). kvleva
ar afasebda vaqcinis efeqturobis gansxvavebas 2-dozian da 3-dozian
sqemebs Soris.

vaqcinis damcvelobiTi efeqturoba rotavirusuli nebismieri da mZime
gastroenteritis winaaRmdeg mocemulia cxrilSi 3:



cxrili 3: kvleva Catarda afrikaSi: sicocxlis pirvel wels –
gaerTianebuli Sedegebi (rotariqsi N=2.974; placebo N=1.443 (§))

vaqcinis efeqturoba (%) rotavirusuli nebismieri da mZime
gastroenteritis winaaRmdeg [95% CI]

Stami nebismieri
simZimis

mZime+

G1P[8] 68.3 [53.6; 78.5] 56.6 [11.8; 78.8]

G2P[4] 49.3 [4.6; 73.0] 83.8 [9.6; 98.4]

G3P[8] 43.4* [<0.0; 83.7] 51.5* [<0.0; 96.5]

G8P[4] 38.7* [<0.0; 67.8] 63.6 [5.9; 86.5]

G9P[8] 41.8* [<0.0; 72.3] 56.9* [<0.0; 85.5]

G12P[6] 48.0 [9.7; 70.0] 55.5* [<0.0; 82.2]

Stamebi P[4] genotipiT 39.3 [7.7; 59.9] 70.9 [37.5; 87.0]

Stamebi P[6] genotipiT 46.6 [9.4; 68.4] 55.2* [<0.0; 81.3]

Stamebi P[8] genotipiT 61.0 [47.3; 71.2] 59.1 [32.8; 75.3]

+ mZime gastroenteriti, romelic vezikaris SkaliT ganisazRvreba ≥11
quliT;
§ ATP kohorta efeqturobisaTvis, moicavs yvela pirs usafrTxoebis ATP
kohortidan, romlebic Sedian efeqturobis dakvirvebis periodSi.
*ar aris statistikurad mniSvnelovani (p ≥0.05). am monacemebis
interpretacia unda modes sifrTxiliT.

mdgradi efeqturoba 3 wlis asakamde aziaSi
klinikur kvlevaSi, romelic Catarda aziaSi (hong kongi, singapuri da
taivani) Sefasebul iqna rotariqsi 10,000-ze met pirSi gansxvavebuli
sqemebiT (2, 4 Tvis asaki; 3, 4 Tvis asaki).

rotariqsis ori dozis Semdeg damcvelobiTi efeqturoba 3 wlis asakamde,
warmodgenilia cxrilSi 4:

cxrili 4: kvleva Catarda aziaSi: efeqturoba sicocxlis 2 da 3 wlis
asakamde (rotariqsi N=5.263; placebo: N=5.256 (§))

efeqturoba 2 wlis
asakamde

efeqturoba 3 wlis
asakamde

vaqcinis efeqturoba (%) mZime rotavirusuli gastroenteritis
winaaRmdeg [95% CI]

Stami mZime+ mZime+
G1P[8] 100 [80.8; 100.0] 100.0 [84.8; 100.0]

G2P[4] 100* [<0.0; 100.0] 100* [<0.0; 100.0]



G3P[8] 94.5 [64.9; 99.9] 95.2 [70.4; 99.9]

G9P[8] 91.7 [43.8; 99.8] 91.7 [43.8; 99.8]

Stamebi P[8] genotipiT 95.8 [83.8; 99.5] 96.6 [87.0; 99.6]
cirkulirebadi
rotavirusis Stamebi

96.1 [85.1; 99.5] 96.9 [88.3; 99.6]

vaqcinis efeqturoba (%) rotavirusuli gastroenteritis winaaRmdeg,
romelic saWiroebs hospitalizacias da/an rehidratacias samedicino

dawesebulebaSi [95% CI]
cirkulirebadi
rotavirusis Stamebi

94.2 [82.2; 98.8] 95.5 [86.4; 99.1]

+ mZime gastroenteriti, romelic vezikaris SkaliT ganisazRvreba ≥11
quliT;
§ ATP kohorta efeqturobisaTvis, moicavs yvela pirs usafrTxoebis ATP
kohortidan, romlebic Sedian efeqturobis dakvirvebis periodSi.
*ar aris statistikurad mniSvnelovani (p ≥ 0.05). am monacemebis
interpretacia unda modes sifrTxiliT.

imunuri pasuxi
gansxvavebul klinikur kvlevebSi, romlebic Catarda evropaSi, laTinur
amerikaSi da aziaSi, 1,957 Cvili iRebda rotariqsis liofilizebul
formulas da 1,006 Cvili iRebda placebos sxvadasxva vaqcinaciis sqemis
mixedviT. pirebis procenti, romlebic dasawyisSi serouaryofiTebi iyvnen
rotavirusis mimarT (IgA antisxeulebis titri < 20 erT/ml) (ELISA
meTodiT) Sratis antirotavirusuli IgA antisxeulebis titri ≥20
erT/ml vaqcinis meore dozidan erTi an ori Tvis Semdeg an placebo,
meryeobs 77.9%-dan 100%-mde da 0%-dan 17.1%-mde, Sesabamisad.

sam SedarebiT kvlevaSi rotariqsis Txevadi formuliT gamowveuli
imunuri pasuxi msgavsi iyo rotariqsis liofilizebuli formuliT
gamowveuli imunuri pasuxis.

klinikur kvlevaSi, romelic Catarda afrikaSi, imunuri pasuxi Sefasda
332 CvilSi, romlebic iRebdnen rotariqss (N=221) an placebos (N=111) 10 da
14 kviriani sqemiT (2 doza) an 6, 10 da 14 kviriani sqemiT (3 doza). pirebis
procenti, romlebic dasawyisSi serouaryofiTebi iyvnen rotavirusis
mimarT (IgA antisxeulebis titri < 20 erT/ml) (ELISA meTodiT) Sratis
antirotavirusuli IgA antisxeulebis titri ≥20 erT/ml vaqcinis
ukanaskneli dozidan erTi Tvis Semdeg an placebo, iyo 58.4%
(gaerTianebuli sqemebi) da 22.5%, Sesabamisad.

imunuri pasuxi dRenaklul axlaSobilebSi
klinikur kvlevaSi, romelic Catarda dRenaklul axalSobilebSi,
rotariqsi imunogenuri iyo. pirebis 85.7%-Si miRweul iqna Sratis



antirotavirusuli IgA antisxeulebis titri ≥20 erT/ml (ELISA meTodiT)
vaqcinis meore dozidan erTi Tvis Semdeg.

usafrTxoeba adamianis imunodeficitis virusiT (aiv) inficirebul
CvilebSi
klinikur kvlevaSi aiv inficirebuli 100 Cvili iRebda rotariqsis M
liofilizebul formulas an placebos. usafrTxoebis profili msgavsi
iyo rotariqsis da placebos recipientebSi.

vaqcinis gamoyofa
vaqcinis virusis ganavalSi gamoyofa aRiniSneba vaqcinaciis Semdeg da
grZeldeba 10 dRis ganmavlobaSi, piks aRwevs saSualod me-7 dRes.
virusis antigenis nawilakebi, aRmoCenili ELISA meTodiT, napovni iyo
ganavalSi 50%-Si pirveli dozis da 4%-Si meore dozis Semdeg. rodesac
ganavlis analizi Catarda cocxali vaqcinis Stamis aRmosaCenad, 17% iyo
dadebiTi.
or SedarebiT kontrolirebul klevaSi, vaqcinis gamoyofa rotariqsis
Txevadi formuliT vaqcinaciis Semdeg msgavsi iyo maCveneblis, romelic
aRiniSna rotariqsis liofilizebuli formuliT vaqcinaciis Semdeg.

efeqturoba
dakvirvebiT kvlevebSi vaqcinis efeqturoba naCvenebi iqna mZime
gastroenteritis winaaRmdeg, romelic saWiroebs hospitalizacias da
gamowveulia rotavirusis ZiriTadi genotipebiT G1P[8], G2P[4], G3P[8] da
G9P[8]. yvela es Stami cirkulirebs msoflioSi.
cxrilSi 5 mocemulia Sedegebi sxvadasxva SemTxveva-kontrolis
kvlevebidan, sadac Sefasda rotariqsis efeqturoba mZime rotavirusuli
gastroenteritis winaaRmdeg, romelic moiTxovda hospitalizacias.

cxrili 5: efeqturoba mZime rotavirusuli gastroenteritis winaaRmdeg,
romelic saWiroebs hospitalizacias:

qveynebi asaki N
(SemTxvevebi/
kontroli)

efeqturoba 2 dozis
Semdeg

rv hospitalizacia
Stamebi efeqturoba

% [95% CI]
maRali Semosavlis mqone qveynebi

belgia <4 w. 160/98 yvela
G1P[8]
G2P[4]

90 [81;95]
95 [78;99]
85 [64;94]

3-11 Tv. yvela
G2P[4]

91 [75;97]
83 [11;96]

singapuri <5 w. 136/272 yvela 84 [32;96]



G1P[8] 91 [30;99]

taivani <3 w. 275/1.623 yvela
G1P[8]

92 [75;98]
95 [69;100]

aSS <2 w. 85/1.062 yvela
G1P[8]
G2P[4]

85 [73;92]
88 [68;95]
88 [68;95]

8-11 Tv. yvela 89 [48;98]
aSS <5 w. 74/255 G3P[8] 68 [34;85]

saSualo Semosavlis mqone qveynebi
bolivia <3 w. 300/974 yvela

G9P[8]
G3P[8]
G2P[8]
G9P[6]

77 [65;84]*
85 [69;93]
93 [70;98]
69 [14;89]
87 [19;98]

6-11 Tv. yvela
G9P[8]

77 [51;89]
90 [65;97]

brazilia <2 w. 115/1.481 yvela
G1P[8]
G2P[4]

72 [44;85]*
89 [78;95]
76 [64;84]

brazilia <3 w. 249/249 yvela
G2P[4]

76 [58;86]
75 [57;86]

3-11 Tv. yvela
G2P[4]

96 [68;99]
95 [66;99]

salvadori <2 w. 251/770 yvela 76 [64;84]*

6-11 Tv. 83 [68;91]
meqsika <2 w. 9/17 G9P[4] 94 [16;100]

dabali Semosavlis mqone qveynebi
malavi <2 w 81/234 yvela 63 [23;83]

* pirebSi, romlebmac ar Caitares vaqcinaciis sruli kursi, efeqturoba
erTi dozis Semdeg iyo 51%-dan (95 CI: 26; 67, salvadori) 60%-mde (95 CI:
37;75, brazilia).
w.: wlebi
Tv.: Tve

gavlena sikvdilianobaze§
rotariqsis gavlenis Sesaxeb kvlevebma, romlebic Catarda panamaSi,
braziliasa da meqsikaSi, aCvena yvela mizeziT gamowveuli diareis
sikvdilianoba 5 wlamde asakis bavSvebis 22%-dan 56%-Si vaqcinaciidan 2-3
wlis Semdeg.



gavlena hospitalizaciaze§
retrospeqtuli monacemebis kvlevaSi, romelic Catarda belgiaSi 5 wlis
da ufro naklebi asakis bavSvebSi, rotariqsis vaqcinaciis pirdapiri da
arapirdapiri gavlena rotavirusTan dakavSirebul hospitalizaciasTan
meryeobda 64%-s (95 CI: 49; 76) da 80%-s (95 CI: 77; 83) Soris vaqcinaciidan
ori wlis Semdeg. msgavsi kvlevebi Catarda braziliaSi, avstraliaSi da
salvadorSi da naCvenebi iqna kleba 45-88%.
damatebiT, ori gavlenis kvlevam yvela mizeziT gamowveuli diareis
hospitalizaciaze, romelic Catarda laTinur amerikaSi, aCvena kleba
38%-dan 40%-mde vaqcinaciidan 4 wlis Semdeg.

§SeniSvna: gavlenis kvlevebi gulisxmobs, rom daadginos drosTan
urTierTkavSiri, magram ara mizezobrivi kavSiri daavadebasa da
vaqcinacias Soris.

farmakokinetika
farmakokinetikuri Tvisebebis Sefaseba ar aris saWiro vaqcinisaTvis.

klinikuri kvlevebi
ix. paragrafi farmakodinamika

usafrTxoebis preklinikuri monacemebi
preklinikurma monacemebma ar gamoavlina raime gansakuTrebuli safrTxe
adamianebisaTvis, rac dafuZnebulia ganmeorebiTi dozis toqsikurobis
tradiciul kvlevebze.

farmacevtuli maxasiaTeblebi

damxmare nivTierebebis CamonaTvali
saqaroza, dinatriumis adipati, iglis are modificirebuli dulbekos
xerxiT (DMEM), steriluri wyali
Roris cirkovirusi tipi 1 (PVC-1) nivTiereba aRmoCenilia rotariqsis
vaqcinaSi. PVC-1 nivTiereba ar aris cnobili, rom iwvevs daavadebas
cxovelebSi da ar aris cnobili, rom iwvevs infeqcias an daavadebas
adamianebSi. ar aris mtkicebuleba, rom PVC-1 qmnis usafrTxoebis risks.

SeuTavsebloba
es samkurnalo produqti ar unda Seerios sxva samkurnalo produqtebs.

Senaxvis vada
Senaxvis vada miTiTebulia etiketsa da SefuTvaze.

Senaxvis specialuri pirobebi
inaxeba macivarSi (2˚C - 8˚C). dauSvebelia gayinva.
inaxeba originaluri SefuTviT sinaTlisagan dasacavad.



konteineris forma da Semcveloba
1.5 ml SigniT misaRebi suspenzia oralur aplikatorSi (I tipi, Ph.Eur)
dguSis sacobiT (butilkauCuki). SefuTvaSi moTavsebulia: 1, 5, 10, 25, 50 an
100.

gamoyenebis /moxmarebis instruqciebi (ix. instruqciis bolo nawili)
vaqcina aris ufero, gamWvirvale siTxe, romelSic ar aRiniSneba
nawilakebi da gankuTvnilia SigniT misaRebad.
vaqcina mzad aris misaRebad (ar sWirdeba gaxsna an ganzaveba).
vaqcina miRebul unda iqnas peroralurad sxva vaqcinebTan an xsnarebTan
Serevis gareSe.
vaqcina unda daTvalierdes vizualurad ucxo nawilakebis arsebobaze
da/an fizikur garegnobis cvlilebaze. raime cvlilebis aRmoCenis
SemTxvevaSi, vaqcina unda iqnas gadagdebuli.
nebismieri gamouyenebeli samkurnalo produqti an narCeni nivTierebebi
ganadgurebul unda iqnas adgilobrivi moTxovnebis Sesabamisad.

vaqcinis gamoyenebis instruqciebi:

1. oraluri
aplikatoridan
unda moixsnas
damcvelobiTi
Tavsaxuri

2. vaqcina
gankuTvnilia
mxolod SigniT
misaRebad. bavSvi
unda ijdes
gadaxril
poziciaSi,
oraluri
aplikatoris
mTeli SigTavsis
miReba unda moxdes
peroralurad
(bavSvis piris
RruSi, loyis Sida
zedapirisken
mimarTulebiT)

3. dauSvebelia
vaqcinis ineqcia

yvela SefuTva ar aris xelmisawvdomi yvela qveyanaSi.
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