IIpenapat:

Kox SAP:
Howmep cepumn:

Howmep cepun HeDaC(l)aCOBaHHOFO NpoAYKTA:

Crp. 1 u3 5/
CEPTU®UKAT AHAJIN3A

HEWPOBHOH®, Ta6eTkn,
MOKPBIThIE 000J10YKOMH

80832468
304826A
0137557074

JaTa npou3BoacTBa (MM.ITIT):

03.2026

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

02.2028

IIpou3BOAUTEIb COTJIACHO PETHCTPAIIMN B

Crporo KOHQHUICHIHAILHO

PeG

P&G Health Austria GmbH & Co. OG,

Poccuu: / Austria/
Iloka3aresanb Crnenudpukanuu Pe3yabTaThl
Onucanue Kpyriibie 1BOSKOBBITYKIIbIE TaOJIETKH, Kpyrasie
MOKPBIThIE 000JI0UKOM MOYTH OEJI0ro LBETA, JIBOSIKOBBIITYKJIbIE
Onectsiye, co cnabbIM XapaKTEPHBIM 3aM1aXxoM. | Ta0JIEeTKH, TOKPBITHIE
000J104KO TOUTH O€I0T0o
BeTa, OJIECTAIINE, CO
c1aObIM XapaKTePHBIM
3armaxom.
Wnentuduxanus
- Tuamuna Bpemena ynepxuBaHusi OCHOBHBIX TUKOB Ha  |COOTBETCTBYET
TUCYIbGUT XpOMaTOrpaMMax HCIBITYEMbIX PACTBOPOB
- [lupunokcuna JOJIKHBI COOTBETCTBOBATH BpEMEHAM
TUAPOXJIOPH yIep>KUBaHUsI OCHOBHBIX MUKOB Ha
- [lmanokobamaMuH |XpoMmarorpamMmax CTaHAAPTHBIX PACTBOPOB
TUaAMUHA AUcynbduia, MUpUIOKCHHA
TUAPOXJIOPHIA U IIHaHOKOOaIaMuHa (pa3zen
«KonuyecTBeHHOE OIpeieTICHUEY).
Cpenusis macca Ot 665,00 1o 735,00 mr (700,00 mr £ 5 %) 695,66 mMr
TabJIETOK U 18/20 tabnetok: He Oosee + 5 % COoOTBETCTBYET
OTKJIOHCHHE OT 2/20 TabneTok: He Oonee = 10 % CooTBeTCTBYET
cpeaHel Macchl
Pacmagaemocts He 6omnee 60 mun <23 mMuH
PactBopenue He menee 75 % (Q) oT 3asBI€HHOTO 98 %
coJlep’KaHusl THAMHUHA TUCYIb(UA TOIKHO
NIEPEUTH B PACTBOP B T€UEHHUE 45 MUHYT.
He menee 75 % (Q) oT 3asBiI€HHOTO 99 %
CoJIep>KaHusl MTUPHUIOKCUHA THAPOXIIOPUIA
JOJI’KHO TIEPEUTH B PACTBOP B TEUCHHE
45 MUHYT.
He menee 75 % (Q) oT 3asBiI€HHOTO 106 %
coJlepKaHus IMaHOKOOAIaMUHa JOKHO
MIEPENUTH B PaCTBOP B T€UEHHE 45 MUHYT.
PoncrBenHble [Ipumecu TnamMuHa aucynbdua:
MIpUMECH Ennanynas HemaeHTudunupoBanHas npumech |< 0,1 %

— ue 6onee 0,2 %

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau  Austria

Ten.: +43 (0) 4762 51 51-0

Daxc: +43 (0) 4762 51 51-440

WWW.pg.com

[IpaBoBas ¢popma: OtkpsITOe 061ectBo (OI)

[ITa6-kBapTupa kommanuu: Spittal an der Drau

OxpyxHoii cyn Kinarengypra: FN 168759a

Wnent. Homep mnarensiuka HJC: ATU43740706

Heorpannuennsrit maptaep: P&G Health Germany GmbH

Mectonaxoxnaenue: Schwalbach am Taunus
(Homep B Toprosom peectpe Kénnrmraitn-um-Taynyca: HRB 10156)

Crp.1u3 5




Crp.2u3 5/ Crporo KOHQHUICHIHAILHO

CEPTU®UKAT AHAJIU3A
Hpenapar: HEWPOBUOH®, radaerku, P(QG

MOKPBIThIE 000J10YKOMH

Kox SAP: 80832468
Howmep cepumn: 304826A

Howmep cepun HepachacoBanHoro npoaykra: 0137557074

JaTa npou3BoacTBa (MM.ITIT): 03.2026

JlaTa ucTeyeHus cpoka rognoctu (mm.rrrr):  02.2028

IIpou3BOANTEIb COIJIACHO PEIHCTPAIINH B P&G Health Austria GmbH & Co. OG,
Poccum: / Austria/

Iloka3aresanb Crnenudpukanuu Pe3yabTaThl

Cymma HenieHTHGUIMpOoBaHHBIX TpuMeceit — < 0,1 %
He 6onee 1,0 %

HDI/IMGCI/I IIMPUIOKCHUHA T'HAPOXJIOpHUaa.
Ennanynas npumecs — He 6omee 0,2 % <0,1 %

Cymma npumeceit — e 6oiee 1,0 % <0,1 %

[IpuMecu iMagoxoOaIaMuHa:
I'unpoxcokobanamua — He 6onee 5,0 % 1,3 %

Enunnynas HeuneHTUGUIMpPOBaHHAS 0,2 %
npumech — He 6omee 3,0 %

CymMma HeneHTHGUIMPOBaHHBIX TpumMeceit — |0,7 %
He 6onee 3,5 %

OnHOPOIHOCTH

JIO3UPOBAHUSA

(xaxxnas 5-s1 cepusi) |B coorBercTBuum ¢ TpeboBanmsiMu @. EADC

- Tnamuna CooTBeTCTBYET
TUCYTBOUT

- [Tupuniokcuna CooTBeTCTBYET
TUIPOXIIOPU

P&G Health Austria GmbH & Co. OG Crp.2u3 5
Hosslgasse 20 « 9800 Spittal an der Drau  Austria IpaBoBas popma: OtkpsiToe 061ectBo (OI)

Ten.: +43 (0) 4762 51 51-0 [ITa6-kBapTupa kommanuu: Spittal an der Drau

Dakce: +43 (0) 4762 51 51-440 OxpyxHoii cyn Kinarengypra: FN 168759a
WWW.pg.com Wnent. Homep mnarensiuka HJC: ATU43740706

Heorpannuennsrit maptaep: P&G Health Germany GmbH
Mectonaxoxnaenue: Schwalbach am Taunus
(Homep B Toprosom peectpe Kénurmraitn-um-Taynyca: HRB 10156)




Crp.3u3 5/ Crporo KOHQHUICHIHAILHO

CEPTU®UKAT AHAJIU3A
Hpenapar: HEWPOBUOH®, radaerku, P(QG

MOKPBIThIE 000J10YKOMH

Kox SAP: 80832468
Howmep cepumn: 304826A

Howmep cepun HepachacoBanHoro npoaykra: 0137557074

JaTa npou3BoacTBa (MM.ITIT): 03.2026

JlaTa ucTeyeHus cpoka rognoctu (mm.rrrr):  02.2028

IIpou3BOANTEIb COIJIACHO PEIHCTPAIINH B P&G Health Austria GmbH & Co. OG,

Poccumu: / Austria/
IToxa3zaTean Cneuunduxkanum Pe3ysabTaThl
Muxkpobuonorndeckas|Oo1ee 4rciao a3poOHbIX OakTepuil — He bosee 30 KOE/r
qUCTOTA 10° KOE/r
(kaxxnas 5-s1 cepusi)  |OOIee YKCIIO APOFKIKEBIX U IUIECHEBBIX TpuboB — |< 10 KOE/r
He 6onee 10° KOE/r
OtcyrcrBue Escherichia coliB 1T He o6HapyxeHsbI B
Ir
KonnuectBennoe Kaxxnas Tabiietka, moOKpeITast 000JI09KOM, COICPIKUT:
OIpeleIeHue Ot 95 no 105 mr THamMuHa aucynbduaa 99 mr
Ot 190 1o 210 Mr nupuI0KCMHA THAPOXIIOPHUIA 204 mr
Ot 0,22 1o 0,26 mr nmmaHokoOaIlaMuHa 0,23 mr
IMoxka3zaTean Cnenunduxkanumn Pe3ysabTaThl
Onwucanue ynakoku |ITo 10 Tabnetok B 6muctep u3 CootBeTcTBYET
[BX/TIBJIX/anmtomunus. [1o 2 6iauctepa ¢
JIMCTKOM-BKJIQ/IBIIIIEM B TAYKY KAPTOHHYIO.
MapkupoBka Cwm. Moayns 1, Pazgen 1.3.2 peructpaiiiOHHOTO CoOTBETCTBYET
JIOChE
XpaHeHue IIpu remnepatype e Boimie 25 °C COOTBETCTBYET
Cpok rogHOCTH 2 rona CoOTBETCTBYET
P&G Health Austria GmbH & Co. OG Crp.3u35
Hosslgasse 20 « 9800 Spittal an der Drau  Austria IpaBoBas popma: OtkpsiToe 061ectBo (OI)
Ten.: +43 (0) 4762 51 51-0 [ITa6-kBapTupa kommanuu: Spittal an der Drau
Dakce: +43 (0) 4762 51 51-440 OxpyxHoii cyn Kinarengypra: FN 168759a
WWW.pg.com Wnent. Homep mnarensiuka HJC: ATU43740706

Heorpannuennsrit maptaep: P&G Health Germany GmbH
Mectonaxoxnaenue: Schwalbach am Taunus
(Homep B Toprosom peectpe Kénurmraitn-um-Taynyca: HRB 10156)




Crp.4u3 5/ Crporo KOHQHUICHIHAILHO

CEPTU®UKAT AHAJIN3A
Ipenapart: HEWPOBHOH®, Ta6eTkn, P(QG
MOKPBIThIE 000J10YKOMH
Kox SAP: 80832468
Howmep cepumn: 304826A

Howmep cepun HepachacoBanHoro npoaykra: 0137557074

JaTa npou3BoacTBa (MM.ITIT): 03.2026

JlaTa ucTeyeHus cpoka rognoctu (mm.rrrr):  02.2028

IIpou3BOANTEIb COIJIACHO PEIHCTPAIINH B P&G Health Austria GmbH & Co. OG,

Poccuu: /

Austria/

ADC, ucnoabzyemble B Hanmenosanue: THAMUHA JUCYJIb®U/]

CepHuH roToBO
JeKapCTBEHHOH

ShO[!MbI:

Howmep cepun ADC npoumszsogurens I'TI: 91652246 — C601600003,
C601600004;

Howmep cepuu npouszsoautenss ADPC: PRMUS282C59900,
PRMU5273C59900;

Hanmenosanne npousBogutelisi ADC: Procter & Gamble Health
Limited

Anpec npousBoautens ADC: Plot No. 11/1, Marwasodo, Usgaon
Ponda — 403407, Goa

Ctpana npousBoauteist AOC: Uuaus

HaumenoBanue: HIWAHOKOBAJIAMUH, EgBp. ®.

Howmep cepun ADC npoumszsogurens I'TI: 91181664 — C601400012,
C601400009;

Howmep cepun npousBogutenst ADC: 2412551309; 2412601402,
Haumenopanue npousBogutensi ADC: EuroAPI France

Anpec npouzogurenass ADPC: 32 Rue de Verdun, BP 80125, 76410
Saint-Aubin-les-Elbeuf

Crpana npouspoautessi ADC: @panuus

HaumenoBanue: IMMUPUJOKCHUHA TUAPOXJIOPU, Esp. @.,
JIANGXI

Howmep cepun ADC npoussogurens I'Tl: 91200960 — C601500123;
Howmep cepuu npomzBogutenst ADC: JTPC+25094035C;
HaumenoBanue  mpousBoautens  APC:  Jiangxi  Tianxin
Pharmaceutical Co., Ltd.

Anpec npousBoautens APC: Le’anjiang Industrial Zone, Leping,
Jiangxi Province 333300

Crpana npoussojurensti ADC: Kuraii

P&G Health Austria GmbH & Co. OG Crp.4u3 5
Hosslgasse 20 « 9800 Spittal an der Drau  Austria [IpaBoBas ¢popma: OtkpsITOe 061ectBo (OI)

Ten.: +43 (0) 4762 51 51-0
Daxc: +43 (0) 4762 51 51-440
WWW.pg.com

[ITa6-kBapTupa kommanuu: Spittal an der Drau

OxpyxHoii cyn Kinarengypra: FN 168759a

Wnent. Homep mnarensiuka HJC: ATU43740706
Heorpannuennsrit maptaep: P&G Health Germany GmbH
Mectonaxoxnaenue: Schwalbach am Taunus

(Homep B Toprosom peectpe Kénnrmraitn-um-Taynyca: HRB 10156)



Crp. 5u3 5/ Crporo KOHQHUICHIHAILHO

CEPTU®UKAT AHAJIU3A
Hpenapar: HEWPOBUOH®, radaerku, P(QG

MOKPBIThIE 000J10YKOMH

Kox SAP: 80832468
Howmep cepumn: 304826A

Howmep cepun HepachacoBanHoro npoaykra: 0137557074

JaTa npou3BoacTBa (MM.ITIT): 03.2026

JlaTa ucTeyeHus cpoka rognoctu (mm.rrrr):  02.2028

IIpou3BOANTEIb COIJIACHO PEIHCTPAIINH B P&G Health Austria GmbH & Co. OG,

Poccun: / Austria/
Onenka: Cepus cooTBeTcTBYeT crnienupukanun corinacuo HJI mo kauecTBy

Ne JITT-Ne(011291)-(PT-RU) ot 12.08.2025.

Itamn: Katpun Xenbmensb
8 mronsa 2026 r.
JlaTa / Hoanuck Ynoauomouennoro jguna (YJI): /noonucano/

Kpyraas nedars: P&G Health Austria GmbH & Co. OG - 9800 Spittal/Drau — Hosslgasse 20

P&G Health Austria GmbH & Co. OG Crp.5u3 5
Hosslgasse 20 « 9800 Spittal an der Drau  Austria [IpaBoBas ¢popma: OtkpsITOe 061ectBo (OI)

Ten.: +43 (0) 4762 51 51-0 [ITa6-kBapTupa kommanuu: Spittal an der Drau

Dakce: +43 (0) 4762 51 51-440 OxpyxHoii cyn Kinarengypra: FN 168759a

WWW.pg.com Wnent. Homep mnarensiuka HJC: ATU43740706

Heorpannuennsrit maptaep: P&G Health Germany GmbH
Mectonaxoxnaenue: Schwalbach am Taunus
(Homep B Toprosom peectpe Kénnrmraitn-um-Taynyca: HRB 10156)



Ilpenapart:

Kox SAP:
Howmep cepumn:

Howmep cepun HeDaC(l)aCOBaHHOFO IpoaAYKTaA:

Ctp. 1 u3z 6/
CEPTUO®UKAT AHAJIU3A

HEWPOBUOH?®, Taénerku,
MOKPBIThIE 000J10YKOMH

80832468
304826A
0137557076

JdaTa npou3BojacTBa (MM.ITIT):

03.2026

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

02.2028

IIpou3BoANTEIb COIIACHO PErMCTPAIIMU B

Crporo KoH(UACHIHAIEHO

PeG

P&G Health Austria GmbH & Co.

Poceuu: / OG, Austria/
Iloka3zaTenb Crnenuduxkannu PesyibTaTsl
Onucanue Kpyrible 1BOSKOBBITYKIIbIE TAOIETKH, Kpyribie 1BOSKOBBITYKIIbIE
MOKPBITBIC 000JIOYKO MOYTH OETOro 1BETa, |Ta0IEeTKH, MOKPHITHIC
OsiecTsimue, co cabbIM XapaKTePHBIM 000J109KOM TTOYTH 0€JI0T0
3aI1axoM. BeTa, OJIECTAIINE, CO
c1aObIM XapaKTePHBIM
3aImaxoM.
Wnentudukanus
- Tnamuna Bpemena yaep>xuBaHusi OCHOBHBIX TUKOB Ha |COOTBETCTBYET
TUCYTBGUT XpOMaTOrpaMMax HCIBITYEMbIX PACTBOPOB
- [lupunokcuna JOJIKHBI COOTBETCTBOBATH BpEMEHaM
TUAPOXIOPHU]T yIep>KUBAHMsI OCHOBHBIX IMUKOB Ha
- lluanokob6anamMuH |XpomaTorpaMMax CTaHJapTHBIX PACTBOPOB
THAMUHA IUCYIb(UIA, MTUPUTOKCHHA
TUAPOXJIOPHAA U IMAaHOKOOaaMuHa (pasaen
«KonudecTBeHHOE OTpeIeTICHIEY).
Cpennss macca Ot 665,00 1o 735,00 mr (700,00 mr = 5 %) 696,10 mr
TabJIETOK U 18/20 tabnetok: He Oosee + 5 % CoOTBETCTBYET
OTKJIOHCHUE OT 2/20 Ttabnerok: He 6onee = 10 % CooTBeTcTBYET
CpeaHel Macchl
Pacmagaemocts He 6omnee 60 mun <23 muH
PactBopenue He menee 75 % (Q) oT 3asBiI€HHOTO 99 %
CoJIepKaHusl THAMUHA TUCYTb(UIA TOIHKHO
MIEPENUTH B PaCTBOP B T€UEHHE 45 MUHYT.
He menee 75 % (Q) oT 3as4BJI€HHOTO 100 %
coJlepKaHusl MUPUIOKCUHA THAPOXIIOpUIA
JOJIKHO TIEPEUTH B PACTBOP B TEUCHHE
45 MUHYT.
He menee 75 % (Q) oT 3as4BJI€HHOTO 103 %

coJiepKaHus [IMaHOKOOaIaMiHa JJOJKHO
NIEPEUTH B PACTBOP B T€UEHHUE 45 MUHYT.

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau * Austria

Ten.: +43 (0) 4762 51 51-0

Daxc: +43 (0) 4762 51 51-440

WWW.pg.com

IpaBoBas ¢popma: OtkpsrToe obmmecto (OI)

[Ta6-kBapTupa kommanuu: Spittal an der Drau

OxpyxHoii cyn Kinarengypra: FN 168759a

Wnent. Homep mnarensiuka HJC: ATU43740706

Heorpannuensslii napTaep:
P&G Health Germany GmbH

Mectonaxoxnaenue: Schwalbach am Taunus
(Homep B Toprosom peectpe Kénnrmraitn-um-Taynyca: HRB 10156)

Crp. 1 u3 5




Ilpenapart:

Kox SAP:
Howmep cepumn:

Crp.2u3 6/ Crporo KoH(UACHIHAIEHO

CEPTUD®UKAT AHAJIN3A p G

HEWPOBUOH?®, Taénerku,
MOKPBIThIE 000J10YKOMH

80832468
304826A

Howmep cepun HepachacoBannoro npoaykra: 0137557076

JdaTa npou3BojacTBa (MM.ITIT): 03.2026

JlaTa ucreyeHus cpoka rogunoctu (mm.rrrr):  02.2028

Ipou3BoaNTe b COTIACHO PerHCTPALUH B P&G Health Austria GmbH & Co.

Poceuu: / OG, Austria/
Ioka3aresanb Cnenupukanumu |P63y.]II>TaTbI
Poncreennrnie [IpuMecu TnamMuHa qucyabhuma:
MIPUMECH Ennanunas HemaentuunupoBannas npumech — (< 0,1 %
ue 6oiee 0,2 %
Cymma HenieHTU (UM POBAaHHBIX TpUMecend — <0,1 %
ue 6oiee 1,0 %
[IpuMecu TUPUAOKCUHA THAPOXJIOPHUIA:
Enuanunas npumecs — He 6oree 0,2 % <0,1 %
Cymma npumeceit — e 6omnee 1,0 % <0,1 %
[Ipumecu nmaHokoOaIaMUHA:
I'mapokcokobamamua — He 6omee 5,0 % 0,2 %
Enunnununas sHennentupunuponannas npumecb — 0,2 %
He 6onee 3,0 %
Cymma HenieHTU (UM POBAaHHBIX TpUMecend — 0,7 %
ue 6oiee 3,5 %
OIHOPOAHOCTH
JI03UPOBaHUS
(kaxxmas 5-1 cepusi) |B coorBercTBUM ¢ TpeboBanmsimu @. EADC
- Tnamuna CooTBeTcTBYET
TUCYIIbUT
- [Inmpunoxcuna CootBeTcTBYET
TUJPOXIIOPHU]
P&G Health Austria GmbH & Co. OG Crp.2u35
Hésslgasse 20 « 9800 Spittal an der Drau * Austria IpaBoBas ¢popma: OtkpsrToe obmmecto (OI)

Ten.: +43 (0) 4762 51 51-0

[Ta6-kBapTupa kommanuu: Spittal an der Drau

Dakc: +43 (0) 4762 51 51-440 OxpyxHoii cyn Kinarengypra: FN 168759a

WWW.pg.com

Wnent. Homep mnarensiuka HJC: ATU43740706
Heorpannuensslii napTaep:

P&G Health Germany GmbH

Mectonaxoxnaenue: Schwalbach am Taunus

(Homep B Toprosom peectpe Kénurmraitn-um-Taynyca: HRB 10156)




Ilpenapart:

Kox SAP:
Howmep cepumn:

Ctp.3u36/
CEPTUO®UKAT AHAJIU3A

HEWPOBUOH?®, Taénerku,
MOKPBIThIE 000J10YKOMH

80832468
304826A

Howmep cepun HepachacoBannoro npoaykra: 0137557076

JdaTa npou3BojacTBa (MM.ITIT): 03.2026

JlaTa ucreyeHus cpoka rogunoctu (mm.rrrr):  02.2028

IIpou3BoaUTEIb COIIACHO

Crporo KoH(UACHIHAIEHO

PeG

PerucTpaIny B P&G Health Austria GmbH & Co.

Poccun: /

OG, Austria/

Iloka3zaTenb Cnenndukanun PesyabTarhl
Mukpob6uonornueckas |O01ee unciio adpoOHbIX OakTepuit — He 6onee|He nccnenosanu
YUCTOTA 10° KOE/r

(xaxmas S-s1 cepus)

O6111ee YnCIIO APOKIKEBBIX U TLIECHEBBIX
rpu6os — He 6onee 10> KOE/r

He uccnenosanu

OtcyrctBue Escherichia colis 1 v

He uccnenosanu

KonunuecTBeHHOE Kaxxnas TaGneTka, moKpbITass 000JI0YKOM,
onpeieNeHue COJICPKUT:
Ot 95 no 105 Mr TnamuHa aucyabduma 98 Mr
Ot 190 no 210 Mr nupuaokcuHa rugpoxjgopuaal205 mr
Ot 0,22 1o 0,26 mr nmmaHokoOalaMuHa 0,23 mr
Iloka3zaTenb Cnenndukanun Pe3yabTaThl
Onucanne ynakoBku |[To 10 TabneTox B 6mmctep u3 CooTBeTcTBYET
NBX/TIBAX/amomunust. [1o 2 6muctepa ¢
JIMCTKOM-BKJIAJIbIIIIEM B TAUYKy KaPTOHHYIO.
MapkupoBka Cwm. Moayns 1, Pazgen 1.3.2 CoOTBETCTBYET
PErUCTPALIMOHHOTO JIOChE
XpaHeHue IIpu remnepatype e Boimie 25 °C COOTBETCTBYET
CpOK TogHOCTH 2 rosa COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau * Austria

Ten.: +43 (0) 4762 51 51-0
Daxc: +43 (0) 4762 51 51-440
WWW.pg.com

[Ta6-kBapTupa kommanuu: Spittal an

Crp.3u35

IpaBoBas ¢popma: OtkpsrToe obmmecto (OI)

der Drau

OxpyxHoii cyn Kinarengypra: FN 168759a
Wnent. Homep mnarensiuka HJC: ATU43740706

Heorpannuensslii napTaep:
P&G Health Germany GmbH

Mectonaxoxnaenue: Schwalbach am Taunus
(Homep B Toprosom peectpe Kénnrmraitn-um-Taynyca: HRB 10156)



Ilpenapart:

Kox SAP:
Howmep cepumn:

Crp.4u36/ Crporo KoH(UACHIHAIEHO

CEPTUD®UKAT AHAJIN3A p G

HEWPOBUOH?®, Taénerku,
MOKPBIThIE 000J10YKOMH

80832468
304826A

Howmep cepun HepachacoBannoro npoaykra: 0137557076

JdaTa npou3BojacTBa (MM.ITIT): 03.2026

JlaTa ucreyeHus cpoka rogunoctu (mm.rrrr):  02.2028

IIpou3BoANTEIb COIIACHO PErMCTPAIIMU B

P&G Health Austria GmbH & Co.

Poccun: /

OG, Austria/

ADC, ucnoabzyemble B Haumenosanue: THAMUHA JUCYJIb®U/]

CepHH roTOBO
JeKapCTBEHHOH

ShO[!MbI:

Howmep cepun ADC npoumszsogutens I'TI: 91652246 — C601600005,
C601600004;

Howmep cepuu npouszsoautenss ADPC: PRMUS277C59900,
PRMU5273C59900;

Hanmenosanne npousBogutelisi ADC: Procter & Gamble Health
Limited

Anpec npousBogutenss ADC: Plot No. 11/1, Marwasodo, Usgaon
Ponda — 403407, Goa

Ctpana npousBoauteist AOC: Muaus

HaumenoBanue: HIMAHOKOBAJIAMUH, EgBp. ®.

Howmep cepun ADC npomszsogutens I'TI: 91181664 — C601400012,
C601400009;

Howmep cepun npousBogutenss ADC: 2412551309; 2412601402,
Haumenopanue npousBogurensi ADC: EuroAPI France

Anpec npousogurenass ADPC: 32 Rue de Verdun, BP 80125, 76410
Saint-Aubin-les-Elbeuf

Crpana npouspoautessi ADC: @panuus

HaumenoBanune: IMMAPUJOKCHHA TUAPOXJIOPUN, Esp. ®D.,
JIANGXI

Howmep cepun ADC npousBoaurens ['T1: 91200960 — C601500124;
Howmep cepuu npouszBogutenst ADC: JTPC+25094033C;
HaumenoBanue  npousBogutens  ADC: Jiangxi Tianxin
Pharmaceutical Co., Ltd.

Anpec npoussogutens ADC: Le’anjiang Industrial Zone, Leping,
Jiangxi Province 333300

Crpana npowusBojutesnst ADC: Kuraii

P&G Health Austria GmbH & Co. OG Crp.4u35
Hésslgasse 20 « 9800 Spittal an der Drau * Austria IpaBoBas ¢popma: OtkpsrToe obmmecto (OI)

Ten.: +43 (0) 4762 51 51-0
Daxc: +43 (0) 4762 51 51-440
WWW.pg.com

[Ta6-kBapTupa kommanuu: Spittal an der Drau

OxpyxHoii cyn Kinarengypra: FN 168759a

Wnent. Homep mnarensiuka HJC: ATU43740706
Heorpannuensslii napTaep:

P&G Health Germany GmbH

Mectonaxoxnaenue: Schwalbach am Taunus

(Homep B Toprosom peectpe Kénnrmraitn-um-Taynyca: HRB 10156)



Crp.5u3 6/ Crporo KoH(UACHIHAIEHO

CEPTUD®UKAT AHAJIN3A p G

Ilpenapart: HEWPOBUOH®, Ta6aerkn,
MOKPBIThIE 000J10YKOMH

Kox SAP: 80832468

Howmep cepumn: 304826A

Howmep cepun HepachacoBannoro npoaykra: 0137557076

JdaTa npou3BojacTBa (MM.ITIT): 03.2026

JlaTa ucreyeHus cpoka rogunoctu (mm.rrrr):  02.2028
Ipou3BoaNTe b COTIACHO PerHCTPALUH B P&G Health Austria GmbH & Co.

Poccun: / OG, Austria/
OneHnka: Cepus cooTBeTcTBYeT crienupukanun corinacHo HJI mo kauecTBy

Ne JITT-Ne(011291)-(PT-RU) ot 12.08.2025.

Iramn: Katpun Xenbmenb
8 nrons 2026 r.
Jara / Iloanuck YnoanomoueHHoro jguna (YJI): /noonucano/

Kpyraas nedars: P&G Health Austria GmbH & Co. OG - 9800 Spittal/Drau — Hosslgasse 20

P&G Health Austria GmbH & Co. OG Crp.5u3 5
Hésslgasse 20 « 9800 Spittal an der Drau * Austria IpaBoBas ¢popma: OtkpsrToe obmmecto (OI)
Ten.: +43 (0) 4762 51 51-0 [Ta6-kBapTupa kommanuu: Spittal an der Drau
Dakc: +43 (0) 4762 51 51-440 OxpyxHoii cyn Kinarengypra: FN 168759a
WWW.pg.com Wnent. Homep mnarensiuka HJC: ATU43740706
Heorpannuensslii napTaep:
P&G Health Germany GmbH

Mectonaxoxnaenue: Schwalbach am Taunus
(Homep B Toprosom peectpe Kénnrmraitn-um-Taynyca: HRB 10156)



Ilpenapart:

Kox SAP:
Howmep cepumn:

Ctp. 1u35/
CEPTUO®UKAT AHAJIU3A

HEWPOBUOH?®, Taénerku,
MOKPBIThIE 000J10YKOMH

80832468
304826A

Howmep cepun HepachacoBanHoro npoaykra: 0137557079

JdaTa npou3BojacTBa (MM.ITIT): 03.2026

JlaTa ucreyeHus cpoka rogunoctu (mm.rrrr):  02.2028

IIpou3BoANTEIb COIIACHO PErMCTPAIIMU B

Crporo KoH(UACHIHAIEHO

PeG

P&G Health Austria GmbH & Co.

Poceuu: / OG, Austria/
Iloka3aresanb Crnenuduxkanuu Pe3yabTaThl
Onucanue Kpyriibie 1BOSKOBBITYKIIbIE TAOJIETKH, Kpyrasie
MOKPBIThIE 000JI0UKOM MOYTH OEJI0ro LBETA, JIBOSIKOBBIITYKJIbIE
Onectsiye, co cnabbIM XapaKTEPHBIM 3aM1aXxoM. | Ta0JIEeTKH, TOKPBITHIE
000J104KOM TOUTH O€I0T0o
BeTa, OJIeCTAIINE, CO
c1a0bIM XapaKTePHBIM
3armaxom.
Wnentudukanus
- Tnamuna Bpemena yaep>xuBaHusi OCHOBHBIX TUKOB Ha  |COOTBETCTBYET
TUCYTBGUT XpOMaTOrpaMMax HCIBITYEMbIX PACTBOPOB
- [lupunokcuna JOJIKHBI COOTBETCTBOBATH BpEMEHaM
TUAPOXIOPHU]T yIep>KUBAHMI OCHOBHBIX IMMKOB Ha
- lluanoko6anaMuH |XpoMmarorpammax CTaHAAPTHBIX PaCTBOPOB
THAMUHA IUCYIb(UIa, MTUPUTOKCHHA
TUAPOXJIOpPHUAA U IMAaHOKOOaaMuHa (pasaen
«KonudecTBeHHOE OIpeIeTICHIEY).
Cpennss macca Ot 665,00 1o 735,00 mr (700,00 mr £ 5 %) 700,11 mr
TabJIETOK U 18/20 tabnetok: He Oosee + 5 % COoOTBETCTBYET
OTKJIOHEHHE OT 2/20 tabnerok: He 6omnee = 10 % CooTBeTcTBYET
CpeaHen MacChl
Pacmagaemocts He 6omnee 60 mun <23 muH
PactBopenue He menee 75 % (Q) oT 3asBiI€HHOTO 100 %
COJIepKaHusl THAMUHA TUCYTb(UIA TOIHKHO
NIEPEUTH B PACTBOP B T€UEHHUE 45 MUHYT.
He menee 75 % (Q) oT 3as4BJI€HHOTO 101 %
coJlepKaHusl MUPUIOKCUHA THAPOXIIOpUIa
JOJIKHO TIEPEUTH B PACTBOP B TEUCHHE
45 MUHYT.
He menee 75 % (Q) oT 3as4BJI€HHOTO 105 %

coJiepKaHus [IMaHOKOoOaIaMiHa JJOJKHO
NIEPEUTH B PACTBOP B T€UEHHUE 45 MUHYT.

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau * Austria

Ten.: +43 (0) 4762 51 51-0

Daxc: +43 (0) 4762 51 51-440

WWW.pg.com

Crp. 1 u3 5

IpaBoBas ¢popma: OtkpsrToe obmmecto (OI)

[Ta6-kBapTupa kommanuu: Spittal an der Drau

OxpyxHoii cyn Kinarengypra: FN 168759a

Wnent. Homep mnarensiuka HJC: ATU43740706

Heorpannuensslii napTaep:
P&G Health Germany GmbH

Mectonaxoxnaenue: Schwalbach am Taunus
(Homep B Toprosom peectpe Kénnrmraitn-um-Taynyca: HRB 10156)




Ilpenapart:

Kox SAP:
Howmep cepumn:

Ctp.2u35/
CEPTUO®UKAT AHAJIU3A

HEWPOBUOH?®, Taénerku,
MOKPBIThIE 000J10YKOMH

80832468
304826A

Howmep cepun HepachacoBanHoro npoaykra: 0137557079

JdaTa npou3BojacTBa (MM.ITIT): 03.2026

JlaTa ucreyeHus cpoka rogunoctu (mm.rrrr):  02.2028

IIpou3BoANTEIb COIIACHO PErMCTPAIIMU B

Crporo KoH(UACHIHAIEHO

PeG

P&G Health Austria GmbH & Co.

Poceuu: / OG, Austria/
Iloka3zaTenb Crnenuduxkannu PesyibTaTsl
Poncreennrnie [IpuMecu TnamMuHa qucyabhuaa:
MIPUMECH Ennanunas HemaeHTudunupoBanHas npumech |< 0,1 %
— ue 6onee 0,2 %
Cymma HenneHnTuduuupoBanHbix npumeceit — < 0,1 %
ue 6oiee 1,0 %
[TpumecH NUPHIOKCHHA THAPOXJIOPUIA:
Enuanunas npumecs — He 6omee 0,2 % <0,1 %
Cymma npumeceit — He 6omee 1,0 % <0,1 %
[Ipumecn nuanokobamamMmuHa:
I'mapokcokobanamuna — He 60mee 5,0 % 0,2 %
Enunnuunas HenneHtuduupoannas npumecs |0,2 %
— He 6oiee 3,0 %
Cymma HenneHTuuuupoBanHbeix npumeceit — (0,6 %
ue 6oiee 3,5 %
OIHOPOAHOCTH
JI03UPOBaHUS
(xaxxmast 5-s cepusa) |B coorBercTBuu ¢ TpedoBanusmu ©. EADC
- Tnamuna CooTBeTcTBYET
TUCYIIbUT
- [Inmpunoxcuna CootBeTcTBYET
TUAPOXJIOPH]L

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau * Austria

Ten.: +43 (0) 4762 51 51-0

Daxc: +43 (0) 4762 51 51-440

WWW.pg.com

Crp.2u35

IpaBoBas ¢popma: OtkpsrToe obmmecto (OI)

[Ta6-kBapTupa kommanuu: Spittal an der Drau

OxpyxHoii cyn Kinarengypra: FN 168759a

Wnent. Homep mnarensiuka HJC: ATU43740706

Heorpannuensslii napTaep:
P&G Health Germany GmbH

Mectonaxoxnaenue: Schwalbach am Taunus
(Homep B Toprosom peectpe Kénurmraitn-um-Taynyca: HRB 10156)




Ilpenapart:

Kox SAP:
Howmep cepumn:

Howmep cepun HeDaC(l)aCOBaHHOFO IpoaAYKTaA:

Crp.3u35/
CEPTUO®UKAT AHAJIU3A

HEWPOBUOH?®, Taénerku,
MOKPBIThIE 000J10YKOMH

80832468
304826A
0137557079

JdaTa npou3BojacTBa (MM.ITIT):

03.2026

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

02.2028

IIpou3BoANTEIb COIIACHO PErMCTPAIIMU B

P&G Health Austria GmbH & Co.

Crporo KoH(UACHIHAIEHO

PeG

Poccuu: / OG, Austria/

Iloka3zaTenb Cnenndukanun PesyabTarhl
Muxkpo6uonorndeckas |O01iee 91ciio adpoOHBIX OakTepuil — He Oolee He uccnenosanu
YUCTOTA 10° KOE/r

(xaxmas S-s1 cepus)

Oo11ee YMcI0 APOKOKEBBIX U MIIECHEBBIX TPHOOB —
e 6onee 10> KOE/r

He uccnenosanu

OtcyrctBue Escherichia colis 1 v

He uccnenosanu

KonnuectBennoe Kaxxnas TabieTka, moKpeITast 000JI09KOM, COJICPIKUT:
OIpeeIeHue Ot 95 no 105 mr THamMuHa gucynbduaa 99 mr
Ot 190 1o 210 Mr nupuI0KCHHA THAPOXIIOpUAA 207 mMr
Ot 0,22 go 0,26 mr nnaHokoOalaMyuHa 0,23 mr
IToxa3zaTean Cnenunduxkanumn Pe3ysabTaThl
Onwucanue ynakoku |ITo 10 TabneTok B 6muctep u3 CootBercTBYET
[BX/TIBJIX/anmtomunus. [1o 2 6iauctepa ¢
JIMCTKOM-BKJIQ IbIILIEM B AUYKy KAPTOHHYIO.
MapxkupoBka CMm. Mopayns 1, Paznen 1.3.2 perucrpaniioHHOTro CootBercTBYET
J10Che
XpaHeHue [Ipu Temneparype He Boiue 25 °C CoOoTBeTCTBYET
CpOK TOJTHOCTH 2 roma COOTBETCTBYET

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau * Austria

Ten.: +43 (0) 4762 51 51-0

Daxc: +43 (0) 4762 51 51-440

WWW.pg.com

IpaBoBas ¢popma: OtkpsrToe obmmecto (OI)

Crp.3u35

[Ta6-kBapTupa kommanuu: Spittal an der Drau

OxpyxHoii cyn Kinarengypra: FN 168759a

Wnent. Homep mnarensiuka HJC: ATU43740706

Heorpannuensslii napTaep:
P&G Health Germany GmbH
Mectonaxoxaenue: Schwalbach am Taunus

(Homep B Toprosom peectpe Kénnrmraitn-um-Taynyca: HRB 10156)



Ilpenapart:

Kox SAP:
Howmep cepumn:

Crp.4u35/ Crporo KoH(UACHIHAIEHO

CEPTUD®UKAT AHAJIN3A p G

HEWPOBUOH?®, Taénerku,
MOKPBIThIE 000J10YKOMH

80832468
304826A

Howmep cepun HepachacoBanHoro npoaykra: 0137557079

JdaTa npou3BojacTBa (MM.ITIT): 03.2026

JlaTa ucreyeHus cpoka rogunoctu (mm.rrrr):  02.2028

Ipou3BoaNTe b COTIACHO PerHCTPALUH B P&G Health Austria GmbH & Co.

Poccun: /

OG, Austria/

ADC, ucnoabzyemble B Haumenosanue: THAMUHA JUCYJIb®U/]

CepHH roTOBO
JeKapCTBEHHOH

ShO[!MbI:

Howmep cepun ADC npoumszsogurtens I'TI: 91652246 — C601600009,
C601600004;

Howmep cepuu npouszsoautenss ADPC: PRMUS268C59900,
PRMU5273C59900;

Hanmenosanne npousBogutelisi ADC: Procter & Gamble Health
Limited

Anpec npousBogutenss ADC: Plot No. 11/1, Marwasodo, Usgaon
Ponda — 403407, Goa

Ctpana npousBoauteist AOC: Muaus

HaumenoBanue: HIMAHOKOBAJIAMUH, EgBp. ®.

Howmep cepun ADC npomszsogutens I'TI: 91181664 — C601400012,
C601400009;

Howmep cepun npousBogutenss ADC: 2412551309; 2412601402,
Haumenopanue npousBogurensi ADC: EuroAPI France

Anpec npousogurenass ADPC: 32 Rue de Verdun, BP 80125, 76410
Saint-Aubin-les-Elbeuf

Crpana npouspoautessi ADC: @panuus

HaumenoBanune: IMMAPUJOKCHHA TUAPOXJIOPUN, Esp. ®D.,
JIANGXI

Howmep cepuu AD®C npoussogurens I'T1: 91200960 — C601500124;
C601500112; C601500108

Homep  cepmm  mpomsBogutenss  ADC: JTPC+25094033C;
JTPC+25094034C; JTPC+25094032C;

HaumenoBanue MIPOU3BOAUTENS ADC: Jiangxi Tianxin
Pharmaceutical Co., Ltd.

P&G Health Austria GmbH & Co. OG Crp.4u35
Hésslgasse 20 « 9800 Spittal an der Drau * Austria IpaBoBas ¢popma: OtkpsrToe obmmecto (OI)

Ten.: +43 (0) 4762 51 51-0
Daxc: +43 (0) 4762 51 51-440
WWW.pg.com

[Ta6-kBapTupa kommanuu: Spittal an der Drau

OxpyxHoii cyn Kinarengypra: FN 168759a

Wnent. Homep mnarensiuka HJC: ATU43740706
Heorpannuensslii napTaep:

P&G Health Germany GmbH

Mectonaxoxnaenue: Schwalbach am Taunus

(Homep B Toprosom peectpe Kénnrmraitn-um-Taynyca: HRB 10156)



Crp.5u35/ Crporo KoH(UACHIHAIEHO

CEPTUD®UKAT AHAJIN3A p G

Ilpenapart: HEWPOBUOH®, Ta6aerkn,
MOKPBIThIE 000J10YKOMH

Kox SAP: 80832468

Howmep cepumn: 304826A

Howmep cepun HepachacoBanHoro npoaykra: 0137557079

JdaTa npou3BojacTBa (MM.ITIT): 03.2026

JlaTa ucreyeHus cpoka rogunoctu (mm.rrrr):  02.2028

Mpoussoautens coraacuo perucrpamnn g L'&G Health Austria GmbH & Co.
Poccun: / OG, Austria/

Anpec npousBogutenss ADC: Le’anjiang Industrial Zone, Leping,
Jiangxi Province 333300

Crpana npoussoaureist ADC: Kurai

OneHnka: Cepus cooTBercTBYeT crienupukanun corinacuo HJI mo kauectBy
Ne JITI-Ne(011291)-(PT'-RU) ot 12.08.2025.

Iramn: Katpun Xenbmenb
8 nrons 2026 r.
Jara / Iloanuck YnoanomoueHHoro jguua (YJI): /noonucano/

Kpyraas nedars: P&G Health Austria GmbH & Co. OG - 9800 Spittal/Drau — Hosslgasse 20

P&G Health Austria GmbH & Co. OG Crp.5u3 5
Hésslgasse 20 « 9800 Spittal an der Drau * Austria IpaBoBas ¢popma: OtkpsrToe obmmecto (OI)
Ten.: +43 (0) 4762 51 51-0 [Ta6-kBapTupa kommanuu: Spittal an der Drau
Dakc: +43 (0) 4762 51 51-440 OxpyxHoii cyn Kinarengypra: FN 168759a
WWW.pg.com Wnent. Homep mnarensiuka HJC: ATU43740706
Heorpannuensslii napTaep:
P&G Health Germany GmbH

Mectonaxoxnaenue: Schwalbach am Taunus
(Homep B Toprosom peectpe Kénnrmraitn-um-Taynyca: HRB 10156)



IJIOIIAIKA: SPITTAL - P&G HEALTH

AUSTRIA
HOSSLGASSE 20 &

SPITTAL A.D. DRAU AUSTRIA
CepTuduKaT COOTBETCTBUSA

Toprosoe HauMeHOBaHHE:

HEVPOBUOH

Onucanue npenapara: Howmep cepum: Pa3mep ynakoBKmu:
HEMPOBMOH ®OPTE, JIPAXE 304826A 20

(20 IPAXE) — POCCHUA

Crpana-umnoprep: JlekapcrBenHas opma: Tun ynakoBkKu:
Poccus TabyeTku, MOKPHITHIE 000JIOUKOI brucrepsr

J1o3MpoBKa/ aKTHBHOCTD:
100 mr THamuHa nucynbuaa, 200 Mr nupugoKcuHA THApoxIopuaa, 200 MKT IuaHOKOOaIaMIHA

Koja Topropoii Mmapkmu: APTHKYJ NOAPAAYMKA:
80832468 80832468

JlaTa mpou3BoJACTBA: CpoOK roJTHOCTH:

3 mapra 2026 1. ®eBpanb 2028 .

Pa3mep cepum: Epnania uzMepeHus:

116 400,00 IIT.

HoMep perucTpainMoHHOI0 YI0CTOBEPEHH: HoMmep KOHTPOJILHOM CEepHM:
LS-001540 40039563408

Cepuu HepacdacoBaHHOIO MPOAYKTA, HCIIOJIb30BAHHBIC B YKA3AHHOW CEPUH:

Cepust Ne 0137557074 Hata npousBoactaa: 03.03.2026

Cepust Ne 0137557076 Hara npousBoactsa: 03.03.2026

Cepus Ne 0137557079 Hara npousBoactaa: 03.03.2026

IIpon3BOACTBEHHAS IJIOIA/IKA:

P&G Health Austria GmbH & Co. OG

HoBlgasse 20, 9800 Spittal an der Drau, Austria

Howmep nuuensun Ha npoussonactso: 480021

Cepruduxar GDP Ne 483031

[l1omagka KOHTPOJISA KayecTBa:

P&G Health Austria GmbH & Co. OG

HoBlgasse 20, 9800 Spittal an der Drau, Austria

Howmep nuuen3un Ha mpou3BoictBo: 480021

Ceprudukar GDP Ne 483031

IL1omaaka ynakoBKm:

P&G Health Austria GmbH & Co. OG

HoBlgasse 20, 9800 Spittal an der Drau, Austria

Howmep nuuensun Ha npoussonactso: 480021

Ceprudurar GDP Ne 483031

3asiBjeHue 0 cepruGuUKaANNU:

Hacrosmum moaTBepkmaro, 4To JaHHAs WH(pOpManus SBISETCS JAOCTOBEPHOWM W TOYHOM.
VYkazaHHas cepus npenapara Oblia IPOU3BelIeHa, BKIIIOUAs YIIAaKOBKY M KOHTPOJb KadecTBa, Ha
YKa3aHHOMU BBIIIIE TUIOIAKe (TUI0aIKax ) B IOJTHOM COOTBETCTBUHU ¢ TpeboBanusiMu Haanexamei
pou3BOCTBEHHON TpakTHKU (GMP) MECTHOTrO yrmoJTHOMOUYEHHOTO OpraHa U CHeru(pUKAIUIMH,
YKa3aHHBIMH B PETHUCTPALlMOHHOM yJIOCTOBEepeHHH. I[IpOTOKOIBI MPOM3BOACTBA, YHAKOBKU U
aHaJM3a cepuu ObUIM TPOBEPEHBI U MPU3HAHBI cOOTBeTCTBYIOMME GMP.

KommMentapuu:
NCR-276516

Pacnewarano: EQ7028 Jara neuaru: 08.06.2026 Crp. 1 uz 2



OTkJI0HEHHE OBUIO pacciaeoBaHO, OIIEHEHO U MPU3HAHO MPUEMIIEMbIM.

Ko penienusi 00 MCIOJIb30BAHNHA

ACC — Accepted, momyImieHo K UCIOJIb30BAHUIO

YTBepKIAEHO: JlaTa yTBEpKICHUSA:
Karpun XenbMmens, maructp ecrectBeHHbIX Hayk (EQ7028) / 08.06.2026
YnoiHoMO4YeHHOE JTUIIO0

JlaHHBII TOKYMEHT MONUCAH B QJICKTPOHHOM BHJIC U JACHCTBUTEIIEH 0€3 TTOIMHCH.

Pacnewarano: EQ7028 Jara neuaru: 08.06.2026 Crp.2u32



Highly Restricted

PG

Page 10of6/

CERTIFICATE OF ANALYSIS
Product: NEUROBION® coated tablets
SAP-Code: 80832468
Batch no.: 304826A
Bulk batch no.: 0137557074
Manufacturing date (mm.yyvy): 03.2026
Expiry date (mm.yvyyv): 02.2028

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG

Parameter Specifications Results
Appearance Round, biconvex, glossy off-white Round, biconvex,
coated tablets with the weak glossy off-white
characteristic smell coated tablets with
the weak
characteristic smell
Identification
- thiamine disulfide Retention times of the main peaks in | Conforms
Sy . the chromatograms of test solutions
- pimdoxineiifydrochloride should comply with the retention
- cyanocobalamin times of the main peaks in the
chromatograms of thiamine disulfide,
pyridoxine hydrochloride and
cyanocobalamin standard solutions
(see Assay).
Average weight of tablets From 665.00 mg to 735.00 mg 695.66 mg
and deviation from average |(700.00 mg =5 %).
weight 18/20 tablets: not more than + 5 % Conforms
2/20 tablets: not more than £ 10 % Conforms
Disintegration Not more than 60 min. <23 min
Dissolution Not less than 75 % (Q) of thiamine 98 %
disulfide label claim should pass into
solution in 45 min.
Not less than 75 % (Q) of pyridoxine {99 %
hydrochloride label claim should pass
into solution in 45 min.

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 * 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
www.pg.com

Seite 1 von 6

Rechtsform: Offene Gesellschait (OG)

Sitz der Gesellschaft; Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)



Page 2 of 6/

CERTIFICATE OF ANALYSIS

Product:

SAP-Code:
Batch no.:

Bulk batch no.:

Manufacturing date (mm.vvyyv):

Expiry date (mm.yyvy):

Manufacturer according to the
registration in Russia: /

NEUROBION® coated tablets

80832468
304826A

0137557074

03.2026

02.2028

P&G Health Austria GmbH & Co. OG

Highly Restricted

PeG

Austria/

Parameter Specifications Results
Not less than 75 % (Q) of 106 %
cyanocobalamin label claim should
pass into solution in 45 min.

Related substances Thiamine disulfide impurities:

Individual unidentified impurity - not [<0.1 %
more than 0.2%

Total unidentified impurities - not <01%
more than 1.0 %.

Pyridoxine hydrochloride impurities:

0.2%

individual impurity - not more than <01%

total impurities - not more than 1.0 % | < 0.1 %

Cyanocobalamin impurities

5.0%

hydroxocobalamin - not more than 1.3%

individual unidentified impurity —not 0.2 %
more than 3.0 %

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 « 9800 Spittal an der Drau  Austria
Telefon +43 (0) 4762 51 51-0

Telefax +43 (0) 4762 51 51-440

WWW.pg.com

Seite 2 von 6

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)



Page 3 of 6/

CERTIFICATE OF ANALYSIS

Product: NEUROBION® coated tablets
SAP-Code: 80832468

Batch no.: 304826A

Bulk batch no.: 0137557074

Manufacturing date (mm.yvyyy): 03.2026

Expiry date (mm.yyyy): 02.2028

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG

Highly Restricted

PeG

total unidentified impurities - not more
than 3.5 %

0.7 %

Uniformity of dosage units
(every 5th batch)

- thiamine disulfide

- pyridoxine hydrochloride

In accordance with the requirements
of Ph. EAEU

Conforms

Conforms

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 * 9800 Spittal an der Drau * Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440

Seite 3 von 6

Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft; Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

www.pg.com

UID-Nr. ATU43740706

Unbeschrankt haftende Geselischafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)



Page 4 of 6/

CERTIFICATE OF ANALYSIS

Product:

SAP-Code:
Batch no.:

Bulk batch no.:

Manufacturing date (mm.yvyv):

Highly Restricted

PeG

NEUROBION® coated tablets

80832468
304826A

0137557074

03.2026

Expiry date (mm.yyyv):

02.2028

Manufacturer according to the

reqgistration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG

Parameter Specifications Results
Microbial purity / (every 5th | TAMC — NMT 10°CFU/g 30 CFU/g
batch) TYMC - NMT 102 CFU/g <10 CFU/g
Escherichia coli — absence in 1 g Not detectable in 1 g
Assay Each coated tablet contents:
95 mg to 105 mg of thiamine 99 mg
disulfide
190 mg to 210 mg of pyridoxine 204 mg
hydrochloride
0.22 mg to 0.26 mg of 0.23 mg
cyanocobalamin
Parameter Specifications Results
Package description 10 tablets in a PVC/PVDC/A1 blister. | Conforms
2 blisters and a Package Leaflet in a
carton box.
Labeling See Module 1, Section 1.3.2 of the Conforms
Registration Dossier.
Storage At temperature not higher than 25°C. | Conforms
Expiry date (shelf-life) 2 years. Conforms

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 « 9800 Spittal an der Drau * Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
www.pg.com

Seite 4 von 6

Rechtsform: Offene Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)



Page 5of 6/

CERTIFICATE OF ANALYSIS

Product: NEUROBION® coated tablets
SAP-Code: 80832468

Batch no.: 304826A

Bulk batch no.: 0137557074

Manufacturing date (mm.yyyy): 03.2026

Expiry date (mm.yvyyy): 02.2028

Manufacturer according to the

registration in Russia: /

Austria/

APIs used in FPC-
Batch:

P&G Health Austria GmbH & Co. OG

Name: THIAMINE DISULFIDE

FP Manufacturer API Batch number: 91652246 - C601600003;
C601600004;

AP! Manufacturer Batch humber: PRMU5282C59900,
PRMU5273C59900;

AP| Manufacturer name: Procter & Gamble Health Limited
API| Manufacturer address: Plot No. 11/1, Marwasodo, Usgaon
Ponda - 403407, Goa

API Manufacturer country: India

Name: CYANOCOBALAMINE EP

FP Manufacturer APl Batch number: 91181664 - C601400012,
€601400009;

API Manufacturer Batch number: 2412551309; 2412601402;
APl Manufacturer name: EuroAPI France

AP| Manufacturer address: 32 Rue de Verdun, BP 80125,
76410 Saint-Aubin-lés-Elbeuf

API Manufacturer country: France

Name: PYRIDOXINE HYDROCHL.ORIDE EP JIANGXI
FP_Manufacturer API Batch number: 91200960 - C601500123;

API Manufacturer Baich number: JTPC+25094035C;

Highly Restricted

PeG

API Manufacturer name: Jiangxi Tianxin Pharmaceutical Co., Ltd.

API Manufacturer address: Le’anjiang Industrial Zone, Leping,
Jiangxi Province 333300
API Manufacturer country: China

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
www.pg.com

Seite 5 von 6

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH
Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)



Page 6 0f 6 / Highly Restricted

CERTIFICATE OF ANALYSIS P&G

Product:

SAP-Code:
Batch no.:

Bulk batch no.:

Manufacturing date (mm.yyyy):

Expiry date (mm.yyvy):

Manufacturer according to the

registration in Russia: /
Austria/

NEUROBION® coated tablets

80832468
304826A

0137557074
03.2026

02.2028

P&G Health Austria GmbH & Co. OG

Assessment: The batch complies with the specification according to NIM-
Ne(011291)-(Plr-RU) from 12.08.2025.

Date / Signature of Qualified Person:

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau * Austria
Telefon +43 (0) 4762 51 51-0

Telefax +43 (0) 4762 51 51-440

WWW.pg.com

Katrin Helmel

08

Seite 6 von 6

Rechtsform: Offene Gesellschait (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Konigstein im Taunus HRB 10156)



Highly Restricted

PeG

Page 1 0of 6/

CERTIFICATE OF ANALYSIS
Product: NEUROBION?® coated tablets
SAP-Code: 80832468
Batch no.: 304826A
Bulk batch no.: 0137557076
Manufacturing date (mm.yyyy): 03.2026
Expiry date (mm.yvyyy): 02.2028

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG

hydrochloride label claim should pass
into solution in 45 min.

Parameter Specifications Results
Appearance Round, biconvex, glossy off-white Round, biconvex,
coated tablets with the weak glossy off-white
characteristic smell coated tablets with
the weak
characteristic smell
Identification
- thiamine disulfide Retention times of the main peaks in | Conforms
i . the chromatograms of test solutions
*Ryiogxine Indreciiogde should comply with the retention
- cyanocobalamin times of the main peaks in the
chromatograms of thiamine disulfide,
pyridoxine hydrochloride and
cyanocobalamin standard solutions
(see Assay).
Average weight of tablets From 665.00 mg to 735.00 mg 696.10 mg
and deviation from average |[(700.00 mg + 5 %).
weight 18/20 tablets: not more than £ 5 % Conforms
2/20 tablets: not more than + 10 % Conforms
Disintegration Not more than 60 min. <23 min
Dissolution Not less than 75 % (Q) of thiamine 99 %
disulfide label claim should pass into
solution in 45 min.
Not less than 75 % (Q) of pyridoxine | 100 %

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau * Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
www.pg.com

Seite 1 von 6

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)



Product:

SAP-Code:
Batch no.:

Bulk batch no.:

Page 2of6/

CERTIFICATE OF ANALYSIS

NEUROBION® coated tablets

80832468
304826A

0137557076

Manufacturing date (mm.yyyy): 03.2026

Expiry date (mm.yyyy):

02.2028

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG

Highly Restricted

PeG

Parameter

Specifications

Results

Not less than 75 % (Q) of
cyanocobalamin label claim should
pass into solution in 45 min.

103 %

Related substances

Thiamine disulfide impurities:

Individual unidentified impurity - not
more than 0.2%

<01%

Total unidentified impurities - not
more than 1.0 %.

<01%

Pyridoxine hydrochloride impurities:

individual impurity - not more than
02%

<01%

total impurities - not more than 1.0 %

<0.1%

Cyanocobalamin impurities

hydroxocobalamin - not more than
5.0%

0.2 %

individual unidentified impurity — not
more than 3.0 %

0.2%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440

Seite 2 von 6

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft; Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

www.pg.com

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS

Product:

SAP-Code:
Batch no.:

Bulk batch no.:

Manufacturing date (mm.yvyyy):

Expiry date (mm.vyyy):

Manufacturer according to the
registration in Russia: /
Austria/

Highly Restricted

PeG

NEUROBION® coated tablets

80832468
304826A

0137557076
03.2026

02.2028

P&G Health Austria GmbH & Co. OG

total unidentified impurities - not more [ 0.7 %

- pyridoxine hydrochloride

than 3.5 %
Uniformity of dosage units
(every 5th batch) In accordance with the requirements
of Ph. EAEU
- thiamine disulfide Conforms
Conforms

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0) 4762 51 51-0

Telefax +43 (0) 4762 51 51-440

www.pg.com

Seite 3 von 6

Rechtsform: Offene Gesellschait (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)



Page 4 of 6 /
CERTIFICATE OF ANALYSIS
Product: NEUROBION® coated tablets
SAP-Code: 80832468
Batch no.: 304826A
Bulk batch no.: 0137557076
Manufacturing date (mm.yyyy): 03.2026
Expiry date (mm.yyyy): 02.2028

Manufacturer according to the

registration in Russia: /

Austria/

P&G Health Austria GmbH & Co. 0OG

Highly Restricted

PeG

Parameter Specifications Results
Microbial purity / (every 5th | TAMC — NMT 10° CFU/g Not tested
batch) TYMC — NMT 10? CFU/g Not tested
Escherichia coli — absencein 1g Not tested
Assay Each coated tablet contents:
95 mg to 105 mg of thiamine 98 mg
disulfide
190 mg to 210 mg of pyridoxine 205 mg
hydrochloride
0.22 mg to 0.26 mg of 0.23 mg
cyanocobalamin
Parameter Specifications Results
Package description 10 tablets in a PVC/PVDC/A1 blister. | Conforms
2 blisters and a Package Leaflet in a
carton box.
Labeling See Module 1, Section 1.3.2 of the Conforms
Registration Dossier.
Storage At temperature not higher than 25°C. | Conforms
Expiry date (shelf-life) 2 years. Conforms

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
www.pg.com

Seite 4 von 6

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)



Page 5 of 6/ Highly Restricted

CERTIFICATE OF ANALYSIS I)&G

Product: NEUROBION® coated tablets
SAP-Code: 80832468
Batch no.: 304826A
Bulk batch no.: 0137557076
Manufacturing date (mm.yyyy): 03.2026
Expiry date (mm.yyyy): 02.2028
Manufacturer according to the
reqgistration in Russia: / P&G Health Austria GmbH & Co. OG
Austria/
APIls used in FPC- Name: THIAMINE DISULFIDE
Batch: EP Manufacturer APl Batch number: 91652246 - C601600005;
C601600004;
AP| Manufacturer Batch number: PRMU5277C59900,
PRMU5273C59900;

APl Manufacturer name: Procter & Gamble Health Limited
API Manufacturer address: Plot No. 11/1, Marwasodo, Usgaon
Ponda - 403407, Goa

API Manufacturer country: India

Name: CYANOCOBALAMINE EP

FP Manufacturer APl Batch number: 91181664 - C601400012,
€601400009;

AP| Manufacturer Batch number: 2412551309; 2412601402;
API Manufacturer name: EuroAPI France

API Manufacturer address: 32 Rue de Verdun, BP 80125,
76410 Saint-Aubin-lés-Elbeuf

AP| Manufacturer country: France

Name: PYRIDOXINE HYDROCHLORIDE EP JIANGXI
FP _Manufacturer AP| Batch number: 91200960 - C601500124;

API| Manufacturer Batch number: JTPC+25094033C;

APl Manufacturer name: Jiangxi Tianxin Pharmaceutical Co., Ltd.
API Manufacturer address: Le’anjiang Industrial Zone, Leping,
Jiangxi Province 333300

API| Manufacturer country: China

Seite 5 von 6
P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Geselischaft (OG)
Telefon +43 (0) 4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0) 4762 51 51-440 Landesgericht Klagenfurt FN 168759a

WWW.pg.com UID-Nr. ATU43740706
Unbeschrénkt haftende Gesellschafterin:
P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)



Page 6 0f 6/ Highly Restricted

CERTIFICATE OF ANALYSIS l)&G

Product:

SAP-Code:
Batch no.:

Bulk batch no.:

Manufacturing date (mm.yvyyy):

Expiry date (mm.yyyy):

Manufacturer according to the

registration in Russia: /
Austria/

NEUROBION® coated tablets

80832468
304826A

0137557076
03.2026

02.2028

P&G Health Austria GmbH & Co. OG

Assessment: The batch complies with the specification according to JM-
Ne(011291)-(PIr-RU) from 12.08.2025.

Date / Signature of Qualified Person:

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 * 9800 Spittal an der Drau * Austria
Telefon +43 (0) 4762 51 51-0

Telefax +43 (0) 4762 51 51-440

www.pg.com

Katrin Helmel

Seite 6 von 6

Rechtsform: Offene Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)



Highly Restricted

PeG

Page 1 0of 6/

CERTIFICATE OF ANALYSIS
Product: NEUROBION® coated tablets
SAP-Code: 80832468
Batch no.: 304826A
Bulk batch no.: 0137557079
Manufacturing date (mm.yyyy): 03.2026
Expiry date (mm.yyyy): 02.2028

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG

Parameter Specifications Results
Appearance Round, biconvex, glossy off-white Round, biconvex,
coated tablets with the weak glossy off-white
characteristic smell coated tablets with
the weak
characteristic smell
Identification
- thiamine disulfide Retention times of the main peaks in | Conforms
— : the chromatograms of test solutions
- pyridoxine hydrochloride | (0 4 comply with the retention
- cyanocobalamin times of the main peaks in the
chromatograms of thiamine disulfide,
pyridoxine hydrochloride and
cyanocobalamin standard solutions
(see Assay).
Average weight of tablets From 665.00 mg to 735.00 mg 700.11 mg
and deviation from average |(700.00 mg % 5 %).
weight 18/20 tablets: not more than + 5 % Conforms
2/20 tablets: not more than £ 10 % Conforms
Disintegration Not more than 60 min. <23 min
Dissolution Not less than 75 % (Q) of thiamine 100 %
disulfide label claim should pass into
solution in 45 min.
Not less than 75 % (Q) of pyridoxine 101 %
hydrochloride label claim should pass
into solution in 45 min.

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau * Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
www.pg.com

Seite 1 von 6

Rechtsform: Offene Gesellschait (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)



Page20of6/

CERTIFICATE OF ANALYSIS

Product:

SAP-Code:
Batch no.:

Bulk batch no.:

Manufacturing date (mm.yyyy):

Expiry date (mm.yvyv):

Manufacturer according to the
registration in Russia: /

NEUROBION® coated tablets

80832468
304826A

0137557079

03.2026

02.2028

P&G Health Austria GmbH & Co. OG

Highly Restricted

PeG

Austria/

Parameter Specifications Results
Not less than 75 % (Q) of 105 %
cyanocobalamin label claim should
pass into solution in 45 min.

Related substances Thiamine disulfide impurities:

Individual unidentified impurity - not < 0.1 %
more than 0.2%

Total unidentified impurities - not <01%
more than 1.0 %.

Pyridoxine hydrochloride impurities:

02 %

individual impurity - not more than <01%

total impurities - not more than 1.0% < 0.1 %

Cyanocobalamin impurities

5.0%

hydroxocobalamin - not more than 0.2%

individual unidentified impurity —not 0.2 %
more than 3.0 %

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 « 9800 Spittal an der Drau  Austria
Telefon +43 (0) 4762 51 51-0

Telefax +43 (0) 4762 51 51-440

WWW.pg.com

Seite 2 von 6

Rechtsform: Offene Geselischaft (OG)
Sitz der Gesellschait: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)



Page 3of6/

CERTIFICATE OF ANALYSIS

Product: NEUROBION® coated tablets
SAP-Code: 80832468

Batch no.: 304826A

Bulk batch no.: 0137557079

Manufacturing date (mm.yyyy): 03.2026

Expiry date (mm.yyyy): 02.2028

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG

Highly Restricted

PG

total unidentified impurities - not more
than 3.5 %

0.6 %

Uniformity of dosage units
(every 5th batch)

- thiamine disulfide

- pyridoxine hydrochloride

In accordance with the requirements
of Ph. EAEU

Conforms

Conforms

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 » 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440

Seite 3 von 6

Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

WWW.pg.com

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)



Highly Restricted

Page 4 of 6/
CERTIFICATE OF ANALYSIS I)&G
Product: NEUROBION® coated tablets
SAP-Code: 80832468
Batch no.: 304826A
Bulk batch no.: 0137557079

Manufacturing date (mm.yyyy): 03.2026

Expiry date (mm.yyyy):

02.2028

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG

Parameter Specifications Results
Microbial purity / (every 5th [ TAMC — NMT 103 CFU/g Not tested
batch) TYMC — NMT 102 CFU/g Not tested
Escherichia coli — absence in 1 g Not tested
Assay Each coated tablet contents:
95 mg to 105 mg of thiamine 99 mg
disuffide
190 mg to 210 mg of pyridoxine 207 mg
hydrochloride
0.22 mg to 0.26 mg of 0.23 mg
cyanocobalamin
Parameter Specifications Results
Package description 10 tablets in a PVC/PVDC/A1 blister. | Conforms
2 blisters and a Package Leaflet in a
carton box.
Labeling See Module 1, Section 1.3.2 of the Conforms
Registration Dossier.
Storage At temperature not higher than 25°C. | Conforms
Expiry date (shelf-life) 2 years. Conforms

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau * Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
www.pg.com

Seite 4 von 6

Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706
Unbeschrankt haftende Geselischafterin:

P&G Health Germany GmbH
Sitz: Schwalbach am Taunus
(Amtsgericht Kénigstein im Taunus HRB 10156)



Product:

SAP-Code:
Batch no.:

Bulk batch no.:

Page 50f 6 / Highly Restricted

CERTIFICATE OF ANALYSIS P&G

NEUROBION® coated tablets

80832468
304826A

0137557079

Manufacturing date (mm.yyvyy): 03.2026

Expiry date (mm.yyyy):

02.2028

Manufacturer according to the

reqgistration in Russia: /

Austria/

APIs used in FPC-
Batch:

P&G Health Austria GmbH & Co. OG

Name: THIAMINE DISULFIDE

FP_Manufacturer API Batch number: 91652246 - C601600009;
C601600004;

API Manufacturer Batch number: PRMU5268C59900,
PRMU5273C59900;

API Manufacturer name: Procter & Gamble Health Limited
API Manufacturer address: Plot No. 11/1, Marwasodo, Usgaon
Ponda - 403407, Goa

API Manufacturer country: India

Name: CYANOCOBALAMINE EP

FP_Manufacturer APl Batch number: 91181664 - C601400012,
C601400009;

API Manufacturer Batch number: 2412551309; 2412601402;
API Manufacturer name: EuroAPI France

API Manufacturer address: 32 Rue de Verdun, BP 80125,
76410 Saint-Aubin-lés-Elbeuf

API Manufacturer country: France

Name: PYRIDOXINE HYDROCHLORIDE EP JIANGXI
FP._Manufacturer APl Batch number: 91200960 - C601500124;
C601500112; C601500108

AP{ Manufacturer Batch number: JTPC+25094033C;
JTPC+25094034C; JTPC+25094032C
API Manufacturer name: Jiangxi Tianxin Pharmaceutical Co., Ltd.

Seite 5 von 6

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 9800 Spittal an der Drau « Austria Rechtsform: Offene Gesellschaft (OG)

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
WWW.pg.com

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)



Page 60f6/ Highly Restricted

CERTIFICATE OF ANALYSIS P&G

Product: NEUROBION?® coated tablets
SAP-Code: 80832468

Batch no.: 304826A

Bulk batch no.: 0137557079

Manufacturing date (mm.yyyy): 03.2026

Expiry date (mm.yyyy): 02.2028

Manufacturer according to the

registration in Russia: / P&G Health Austria GmbH & Co. OG
Austria/

API Manufacturer address: Le’anjiang Industrial Zone, Leping,
Jiangxi Province 333300
API Manufacturer country: China

Assessment: The batch complies with the specification according to JII1-
Ne(011291)-(PI-RU) from 12.08.2025.

Katrin Helmel

Date / Signature of Qualified Person:

Seite 6 von 6
P&G Health Austria GmbH & Co. OG
Hosslgasse 20 « 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0) 4762 51 51-0 Sitz der Gesellschaft; Spittal an der Drau
Telefax +43 (0) 4762 51 51-440 Landesgericht Klagenfurt FN 168759a

www.pg.com UID-Nr. ATU43740706
Unbeschrankt haftende Gesellschafterin:
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SPITTALPLANT-P&GHEALTH
AUSTRIA
HOESSLGASSE 20 &

SPITTAL A.D. DRAU AUSTRIA e .
Certificate of Compliance

Brand Name:

NEUROBION

Product Description: Batch Number: Package Size:
NEUROBION FORTE DRAGEES (20 DRG) - RU  304826A 20

Importing Country: Dosage Form: Package Type:
RU coated tablets blisters
Strength/Potency:

100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 ug cyanocobalamine

Brand Code: Contractor ltem No:

80832468 80832468

Date of Manufacturing: Expiration Date:

03 MAR 2026 FEB 2028

Lot Quantity: Unit of Measure:

116,400.00 IT

Marketing Authorization No: Inspection Lot No:

LS-001540 40039563408

Bulk batches consumed in the reported Batch Code:

Batch No: 0137557074, Manufacturing Date:03.03.2026

Batch No: 0137557076, Manufacturing Date:03.03.2026

Batch No: 0137557079, Manufacturing Date:03.03.2026

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRlgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG
HoRlgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Certification Statement:

| hereby certify that the above information is authentic and accurate. This batch of product has

been manufactured, including packaging and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications

in the Marketing Authorisation. The batch processing, packaging and analyses records were reviewed
and found to be in compliance with GMP.

Comments:

NCR-276516
The deviation has been investigated, assessed and found to be acceptable.
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SPITTALPLANT-P&GHEALTH
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Certificate of Compliance

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Katrin Helmel, MSc. (EQ7028) / Qualified Person 08.06.2026

This document was signed electronically and is valid without signature.

Printed by: EQ7028 Print Date: 08.06.2026 Page: 2 of 2



CERTIFICATE OF TRANSLATION / CEPTU®UKAT NMEPEBOA

Name of the document / 304826A
HassaHue nokyMeHTa

This certificate confirms that the document 304826A originally written in English was translated in
accordance with service agreement in force from English into Russian by certified interpreter, who
has sufficient experience to perform translation and verify the document. This certificate also
confirms that translation was checked for correctness and completeness against the source
document / [aHHbi cepTudukaTt noaTeepXxaaeT, 4To AokymeHT 304826A, wu3HayanbHo
HanuCaHHbIN Ha aHrnuiickom s3bike, OblN nepeBefeH B COOTBETCTBUM C AeNCTBYOLWUM
cornaweHuem ob okasaHuM YCryr C aHrMUACKOro A3bika Ha PYCCKUIA A3blK CepTUULIMPOBAHHBIM
nepesoAumkomM, obnajalowmM [OCTaTOYHLIMW HaBbikaMU ANS OCYLUECTBNEHWS nepesoaa u
NPOBEPKN [OKyMeHTa. [laHHbIN cepTUdmKaT Takke NOATBEPXKAAET, YTO NEePeBOA NPOoLLEen NPoBepKy
Ha NpaBnNbHOCTb M MOMHOTY OTHOCUTENbHO UCXOAHOrO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
lMepeBopn BbINOMHEH:

Date and Signature / Jata n 11.06.26
noanuch

EsnoknmoBa Kcenusa / Mepepogink

Translation checked for Karim Halida / Hea
correctness and completeness
by / TMNepeBoa npoBepeH Ha
NPaBWUMbHOCTb W MOMHOTY:

Date and Signature / Jata n 11.06.26
noanuch

Control Department

Kapum Xanuaa / Pykogoaufens Otaena KoHtpons KayecTsa




