Crp. 1 u33

Crporo KOHQHUICHIHAILHO

CEPTU®UKAT AHAJIN3A
Hpenapar: HEWPOBUOH®, radaerku, P(QG
MOKPBIThIE 000J10YKOMH
Kox SAP: 80832468
Homep cepun: 301226A
Homep cepun HepachacoBaHHOro npoaykra: 0137492959
JaTta npou3BoacTBa (MM.ITIT): 12.2025
JaTa ucrevyeHusi cpoka rogHocTu (Mm.rrrr): 11.2027
IIpou3BOANTEIb COIJIACHO PEIHCTPAIINH B P&G Health Austria GmbH & Co. OG,
Poccumu: / Austria
Iloka3aTean Crnenuduxanun Pe3ysibTaThl
Onwucanue Kpyribie qBOSKOBBITYKIIBIC TAOICTKH, TOKPBITHIC 000JI0UYKON Kpyribie
MOYTH OEJIOro IBETA, OJICCTAIINE, CO CIA0BIM XapaKTCPHBIM JTBOSIKOBBIITYKJIBIC
3amaxom. TaOJICTKH, TOKPBITHIC
000JI0YKO TOYTH
Oeroro I1BeTa,
Onecrsiye, co
c1a0bIM XapaKTepHBIM
3a1maxom.
Wnentndukanus
- Tnamuna nucynsdun |Bpemena yaepkuBaHUS OCHOBHBIX MIMKOB HAa XpOMaTOrpaMMax
- [lupunoxcuna HCIBITYEMBIX PACTBOPOB, TOJDKHBI COOTBETCTBOBATH BPEMEHAM
THIPOXIIOPHI yAep>KUBaHHUS OCHOBHBIX ITMKOB HA XpOMAaTOIpaMMax CTaHJAPTHBIX
- HnanokobamamMux PacTBOPOB THAMHHA AUCYIb(HUAA, THPUIOKCHHA THAPOXIOPUAA U
nranokobanamuHa (paszaen «KoandecTBeHHOE ONPENIEIICHIE ).
Cpenmnsis macca Ot 665,00 no 735,00 mr (700,00 mr + 5 %) 700,72 mr
TabNIETOK U OTKIOHEHUE |18/20 Tabnertok: He Gonee £ 5 %
OT CPe/HCH MacChl 2/20 Tabnetok: He 6omee = 10 %
PacmamaemocTs He 0omee 60 mun
PactBopenue He menee 75 % (Q) ot 3asBIEHHOTO COAEp)KaHUS THAMIHA 91 %
Jucynbduaa JOIDKHO MEPEHTH B PACTBOP B TEUECHHUE 45 MUHYT.
He menee 75 % (Q) ot 3asBiIeHHOTO CoAep KaHUS UpUIOKcHHA (92 %
THIPOXJIOPH/IA TOJDKHO IEPEUTH B PACTBOP B TeUCHHE 45 MUHYT.
He menee 75 % (Q) ot 3asBIEHHOTO COAEPIKaHUI 95 %
nraHoko0OaTaMuHa JOJDKHO MEpEeHTH B pacTBOP B TEUEHUE
45 MUHYT.
Poncteennsie npumecn |[IpuMecn TnamMuHa mucyabduaa:
Tuamua — He 0ozee 3,0 % <0,1%
AwmuHonmpumunnHpopmamug — He 6oiee 1,0 % <0,1 %
AMUHOTUPUMHUANHINPUAOKCHH (annykT) — He 6omee 1,0 % <0,1 %
4-MeTun-5-tuasonstaHos — He 6onee 1,0 % <0,1%
4-AMHHO-5-aMUHOMETHII-2-MeTHIMupuMuIuH — He 6onee 0,2 % < 0,1 %
Emuananas HenaentudummpoanHas npuMmecsk — He 6onee 0,2 % [< 0,1 %
CymMa HenJIeHTH()UITHPOBAHHBIX TpuMeceit — He 6onee 1,0 % |<0,1 %
IIprMecH nupUIOKCHHA THAPOXJIOPHUIA!
Enunnanas npumeck — He 6onee 0,2 % <0,1%
Cymma npumeceit — e 6omee 1,0 % <0,1%
P&G Health Austria GmbH & Co. OG Crp. 1 u33

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

Mecronaxoxaenne: Schwalbach am Taunus

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




Crp.2u3 3 Ctporo KOHOUACHIIHATEHO
CEPTU®UKAT AHAJIN3A
Hpenapar: HEWPOBUOH®, radaerku, P&G
MOKPBIThIE 000J10YKOMH
Kox SAP: 80832468
Howmep cepun: 301226A
Homep cepun HepachacoBaHHOro npoaykra: 0137492959
JaTta npou3BoacTBa (MM.ITIT): 12.2025
JlaTa ucreyenus cpoka rogHoctu (mm.rrrr):  11.2027
IIpou3BOANTEIb COIJIACHO PEIHCTPAIINH B P&G Health Austria GmbH & Co. OG,
Poccuu: / Austria
Iloka3aTean Crnenuduxanun Pe3ysibTaThl
IIpumMecu nmaHokobagaMuHa:
T'uapokcokobanamua — He 6onee 8,0 % 0,4 %
Emnananas HengentnunupoanHas npuMecs — He 6omee 5,0 % 0,3 %
CymMMa HeMJICHTH()UITUPOBAHHEIX puMeceit — He 6onee 13,5 % 0,8 %
CymMa HeMJIeHTU(OUITUPOBAHHBIX IPUMecel THAMWHA 0,8 %
Iucynbhuaa, TUPUIOKCHHA THAPOXIOPHIA U IIMaHOKOOaIaMiHa
— He Oonee 15,5 %
OnHOpOIHOCTD
JIO3UPOBAHUS
(kaxnas 5-s cepusi) CootBeTcTBYET
- Tnamuna nucynshun CooTBeTcTBYET
- [upunoxcuna CooTBeTcTBYET
THIIPOXIIOPH]T
Muxkpo6uosoruueckas | OOuiee uucio adspodHbix Gakrepuiit — ne Gonee 10° KOE/r HUcnsiTanue He
YHCTOTa TIPOBOIVITH
(Kamz[a;{ 5-a CCpI/Iﬂ) OO01ee uncio JApPOXIKEBBIX U TJIECHEBBIX I"pI/I60B — He Ooiree WcneiTanue He
102 KOE/r HPOBOIUIIN
Omcymcmeue Escherichia coliB 1 T HcnbiTanne He
TIPOBOIFITH
KonunuectBennoe Kaxxnas TabneTka, MOKpeITass 000JI0YKOM, CONCPIKHT:
oTIpeJieNIeHre Ot 90 o 105 Mr TmamMuHa auCynbduma 101 Mr
Ot 190 o 210 Mr MUpHUIOKCUHA THAPOXIOPUIA 204 mr
Ot 0,18 10 0,26 Mr nmaHoKoOaIaMUHA 0,24 mr
YnakoBka ITo 10 Tabnerok B onmctep u3 [IBX/TIBJIX/An. Ilo 2 6auctepa ¢ |CoOTBETCTBYET
JIMCTKOM-BKJIAIBIIIIEM B ITAYKy KapTOHHYIO.
MapkupoBka B cooTBeTCTBHMU ¢ HOPMATUBHBIM JJOKYMEHTOM IO KAYECTBY CooTBeTCTBYET
TpeOOBaHUAM
XpaHeHue ITpu Temmeparype e Bbie 25 °C

CpOK TOAHOCTH

2 roga

ADC, ucnoJb3yemMbie B

Haunmvenosaane: THAMUHA JUCYJIb®U/]

CepHHu roToBoi

JeKAPCTBEHHOM g_)ODMbl:

Howmep cepun ADC npoussoaurens ['T1: 91652246 — C601500101, C601500100;

Howmep cepuu npoussoautens ADC: PRMU5232C59900, PRMU5226C59902;

Haunmenosanue npoussoguteiss ADPC: Procter & Gamble Health Limited

Crpana npoussoaurenast ADPC: Unaus

Haumenosanue: IMAHOKOBAJIAMUH, EBp. ®.

Howmep cepun ADC npoussoaurens ['T1: 91181664 — C601400013, C601400012;
Howmep cepun npoussoautenss ADC: 2311701984, 2412551309,

Haunmenosanue npoussoguteis ADPC: EuroAPI France
Crpana npousBoautenst ADC: @dpanuus

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)

Crp.2u3 3

[ITa6-kBapTupa kommanuu: Spittal an der Drau

OxpyxHoii cyn Kinarengypra: FN 168759a

Wnent. Homep mnarensiuka HJC: ATU43740706
Heorpannuennsrit maptaep: P&G Health Germany GmbH

Mecronaxoxaenne: Schwalbach am Taunus

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




Crp.3u33 Crporo KOHQHUICHIHAILHO

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

MOKPBIThIE 000J10YKOMH

Kox SAP: 80832468
Howmep cepumn: 301226A

Homep cepun HepachacoBaHHOro npoaykra: 0137492959

JaTa npou3BoacTBa (MM.ITIT): 12.2025

JlaTa ucTeyeHus cpoka roguocTu (mm.rrrr):  11.2027

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

Haumenopanue: IMPUJOKCHUHA TUJAPOXJIOPU/, EBp. @., JIANGXI
Howmep cepun ADC npowmszsoaurens I'T1: 91200960 — C601500081;

Howmep cepun npoussoguteinss ADPC: JTPC+25054006C;

HaunmenoBanue npoussoaurenst ADC: Jiangxi Tianxin Pharmaceutical Co., Ltd.
Crpana npouspoaureiss ADC: Kuraii

OueHka: Cepust COOTBETCTBYET crierudukanuy cormacHo HJ mo kauecTBy
Ne JITT-Ne(011291)-(PT'-RU) ot 12.08.2025.

Karpun Xensmens
/noonucano/
Hara / Ilonnuch, Ynoanomouennoro guua (YJI): 6 mapta 2026 r.

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

P&G Health Austria GmbH & Co. OG Crp.3u33
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 Kennrmraitn-um-Taynyca: HRB 10156)



Ilpenapart:

Kox SAP:
Howmep cepumn:

Howmep cepun Hepacd_)aconaﬂﬂoro IpoaAYKTaA:

Crp. 1 u33
CEPTUO®UKAT AHAJIU3A

HENPOBUOH®, Taéaerku,
MOKPBIThIE 000J10YKOMH

80832468
301226A
0137492960

JdaTa npou3BojacTBa (MM.ITIT):

12.2025

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

11.2027

IIpou3BoANTEIb COIIACHO PErMCTPAIIMU B

Crporo KoH(UACHIHAIEHO

PeG

Poccum: / P&G Health Austria GmbH & Co.
OG, Austria/
Iloka3aresnb Cnenudurxanuu Pe3yabTaThl
Ornucanue Kpyribie 1BOSIKOBBITYKIIbIE TAOIETKH, ITOKPHITHIE 000I0YKOH Kpyrnsre
MOYTH O€JIoTo MBETa, OJECTAIINE, CO CIa0bIM XapaKTePHBIM JTBOSTKOBBITTYKJIbIE
3aIaxoM. Ta0JIETKH, TOKPHITHIC
000JI0YKO¥ MOUTH
0eIoro 1BeTa,
Onecrsinue, co
CI1a0bIM XapaKTEPHBIM
3aMmaxoM.
Wnentudukanms
- Tnamuna nucynspun |Bpemena ynepKuBaHUS OCHOBHBIX IIUKOB HA XpPOMAaTOrpaMMax
- [lupunoxcuna HCTBITYEMBIX PACTBOPOB, TOJKHBI COOTBETCTBOBATH BpEMEHAM
THIIPOXIIOPHIT yICP)KUBAHKS OCHOBHBIX ITMKOB HA XpOMATOTPAMMaX
- [lnanokobanamMuH CTaHJapPTHBIX PACTBOPOB THAMHHA TUCYIb(GHUIA, THPUIOKCUHA

THIPOXJIOpH/A U nanokobasamuna (pasznen «KosauyecTBeHHOE
OTIPEJICIICHUE).

Cpenmnsis macca Ot 665,00 mo 735,00 mr (700,00 mr £ 5 %) 691,84 mr

Ta0neToK u oTKIOHEeHue |18/20 TabieTok: He Gonee £ 5 %

OT CpEJIHEH MacChl 2/20 Tabnerok: He Gosee £ 10 %

PacmamaemocTs He 6omee 60 mun

PactBopenue He menee 75 % (Q) ot 3asBIE€HHOTO COAep KaHUS THAMUHA 95 %
nucynb(huIa T0JDKHO IMEPEHTH B pacTBOP B TeUeHUE 45 MUHYT.
He menee 75 % (Q) ot 3asBIEeHHOTO coAep kaHus nupuaokcuHa |96 %
THIPOXJIOPHIA TOJDKHO MEPEUTH B PACTBOP B TEUCHHE 45 MUHYT.
He menee 75 % (Q) oT 3asBIEHHOTO COAEPIKAHUS 96 %
nMaHokoOaJaMIHa JOJKHO TIEPEUTH B pacTBOP B TEUCHHE
45 MUHYT.

Poncteennsie npumecu  |[IpuMecu THamMuHa Tucynbdua:
Tuamun — ue 6omee 3,0 % <0,1 %
AwmuHonmpumuanHGopmamug — He 6omee 1,0 % <0,1 %
AMUHONMPUMHUINHIMPHUIOKCHH (anaykT) — He 6omee 1,0 % <0,1 %
4-Metun-5-tnazomdtanona — He 6oiee 1,0 % <0,1 %
4- AMHHO-5-aMUHOMETHII-2-MeTHIUpUMuInH — He 6onee 0,2 % (< 0,1 %
Enuanunas HemneHTHGUIIMpOBaHHAs ipuMech — He 6osee 0,2 % (< 0,1 %
CyMMa HeuJIeHTU(PHULIMPOBaHHbIX puMeceld — He 6onee 1,0 %  |< 0,1 %

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. 1 u3 3

[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 Kenurmraitn-um-Taynyca: HRB 10156)




Ilpenapart:

Kox SAP:
Howmep cepumn:

Howmep cepun HeDaC(l)aCOBaHHOFO IpoaAYKTaA:

Crp.2u3 3
CEPTUO®UKAT AHAJIU3A

HEWPOBUOH?®, Taénerku,
MOKPBIThIE 000J10YKOMH

80832468
301226A
0137492960

JdaTa npou3BojacTBa (MM.ITIT):

12.2025

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

11.2027

IIpou3BoANTEIb COIIACHO PErMCTPAIIMU B

Crporo KoH(UACHIHAIEHO

PeG

Poccuu: / P&G Health Austria GmbH & Co.
OG, Austria/
Iloka3aresnb Cnenudurxanuu Pe3yabTaTtsl
[puMecH NUPUAOKCHHA THAPOXIOPHIA:
Euananas npumeck — He 6otee 0,2 % <0,1 %
Cymma npumeceit — ae 6oxee 1,0 % <0,1 %
[pumecn nnanokobaraMuHa:
I'mnpoxcokobaramua — He 6onee 8,0 % 0,4 %
Enuanynas HemaeHTHUIIMPOBaHHAs TpuMech — He 6onee 5,0 % (0,3 %
Cymma HenieHTH(GUIIMPOBaHHBIX TpuMeceii — He Oomee 13,5 % 0,8 %
Cymma HeuIeHTH()UIIMPOBAHHEBIX TPUMECEeH THAMUHA 0,8 %
mucynbduaa, TIPUIOKCHHA THIPOXIOPHUIA H
raHokoOanamMuaa — He Oosee 15,5 %
OnHOPOTHOCTD
JO3UPOBAHUS
(kaxmast 5-s1 cepusi) COOTBETCTBYET
- Tmamuna nucynbdumn COOTBETCTBYET
- [lupuooxcuna CoOTBETCTBYET
THIIPOXIIOPH]T
Muxkpo6uosoruueckas |O61ee uucio aspobHbix Gakrepuii — He Gonee 10° KOE/r HcnslTanue He
YUCTOTA IIPOBOJTVIIN
(xaxxnast 5-1 CepI/Iﬂ) OO01ee 4uciIo JPOXOKEBBIX U IIJIECHEBBIX FpI/I60B — He Ooiee UcnreiTanue ne
10> KOE/r POBOIUIIH
Omcymemeue Escherichia coliB 1 T HcneiTanue He
IIPOBOTVIIN
KonuyectBeHHOE Kaxxast Tabnerka, MOKphITass 000JI0YKOM, COICPIKUT:
OIpeJieNeHue Ot 90 o 105 mr TnamMuHa aucynspuia 100 mr
Ot 190 o 210 Mr nupugOKCHHA THAPOXJIOpUAA 203 mr
Ot 0,18 10 0,26 Mr 1rIaHOKOOATaMUHA 0,23 mr
YmakoBka ITo 10 Tabnerok B 6muctep u3 [IBX/TIBIX/Amn. COOTBETCTBYET
o 2 GnucTepa ¢ TMCTKOM-BKIIAJIBIIIEM B MAYKY KAPTOHHYIO.
MapkupoBka B cooTBeTCTBUM ¢ HOPMATUBHBIM JIOKYMEHTOM 10 KQ4ECTBY CoOTBETCTBYET
TpeOOBAHUSIM
XpaneHue ITpu Temnepatype He Boiie 25 °C

CpOK TOAHOCTH

2 roga

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.2 u3 3

[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 Kenurmraitn-um-Taynyca: HRB 10156)



Crp.3u33 Crporo KoH(UACHIHAIEHO

CEPTU®UKAT AHAJIU3A p G
Ilpenapart: HEWPOBUOH®, Ta6aerkn,
MOKPBIThIE 000J10YKOMH
Kox SAP: 80832468
Howmep cepumn: 301226A

Howmep cepun HepachacoBanHoro npoaykra: 0137492960

JdaTa npou3BojacTBa (MM.ITIT):

12.2025

JlaTa ucTeyeHus cpoka rogHocTu (Mm.rrrr):  11.2027

IIpou3BoANTEIb COIIACHO PErMCTPAIIMU B

Poccun: /

ADC, ucnoJb3yeMble B CepHH

P&G Health Austria GmbH & Co.
OG, Austria/

HanmenoBanne: THAMMUHA JUCYJIb®U ]|

TOTOBOIi JIeKapPCTBEHH O
(dopMBbI:

Howmep cepun ADC npoussogurens ['T1: 91652246 — C601500101, C601500103;
Howmep cepun npoussoaurens ADC: PRMU5232C59900, PRMU5231C59902;
HaumenoBanwne npouspoauteas ADC: Procter & Gamble Health Limited
Crpana npoussoauteias ADC: Unaus

Haumenosanue: HUAHOKOBAJIAMUH, EBp. ®@.

Howmep cepun ADC npoussoautesns ['T1: 91181664 — C601400013, C601400012;
Howmep cepun npoussoaurenss ADC: 2311701984, 2412551309;

Hawnmenopanue npomsBoautenst ADC: EuroAPI France

Crpana npoussoautens ADC: @dpanmust

Hanmenopanue: IMPUJOKCHUHA TUJAPOXJIOPU/L, EBp. @., JIANGXI
Howmep cepun ADC npoussoautens ['T1: 91200960 — C601500081, C601500084;
Howmep cepun npoussoautenss ADC: JTPC+25054006C, JTPC+25054019C;
HaunmenoBanue npoussoautens ADC: Jiangxi Tianxin Pharmaceutical Co., Ltd.
Crpana npouspojureiiss ADC: Kuraii

Ouenka: Cepust cOOTBETCTBYET crienudukamu coracHo HJI o kauectBy
Ne JITTI-Ne(011291)-(PT'-RU) ot 12.08.2025.
Katpun Xenbmenn
/noonucano/
Hdata / Ilonnuch YnojuoMoueHHoro guna (YJI): 6 mapta 2026 T.

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

P&G Health Austria GmbH & Co. OG Crp.3u33
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 Kennrmraitn-um-Taynyca: HRB 10156)



ITJIOIIAIKA: SPITTAL - P&G HEALTH

AUSTRIA
HOSSLGASSE 20 &

SPITTAL A.D. DRAU AUSTRIA
CepTudukKart cCOOTBETCTBHS

ToproBoe HaIMeHOBAHHUE:

HEMPOBMOH

Onmncanmne nmpenapara: Homep cepuu: Pa3mep ymakoBKm:
HEMPOBMOH ®OPTE, IPAXE (20 IPAXE) — 301226A 20

POCCHUA

CrpaHa-umMnopTrep: JlekapcTBeHHas ¢opma: Tun ynakoBKu:
Poccus TabmeTku, MOKPHITBIE 0000uKol  BimcTepbl

Jo3upoBKa/ AKTUBHOCTb:
100 mr THamuHA qucyabduaa, 200 Mr mupuIOKCHHA TuApoxiopuaa, 200 MKT nuaHokobaIaMuHa

Koja Topropoii Mmapkmu: APTHKYJ OAPATYHKA:
80832468 80832468

JlaTa npou3BoacTBA: CpoOK roaHOCTH:

11 nexabps 2025 1. Hos6ps 2027 T.

Pa3mep cepumu: Exnnunna usmepenns:

76 800,00 IIIT.

HoMep perucrpaimMoHHOro yaocropepenusi: HomMep KOHTPOJIbLHOM cepum:
LS-001540 40039451658

Cepuu HepachacOBAHHOIO MPOAYKTA, HCI0J1b30BAHHbIE B YKA3aHHOI cepuM:
Cepust Ne 0137492959 Jara mpomsBoacrsa: 11.12.2025

Cepust Ne 0137492960 Hata npousBoactsa: 11.12.2025

HQOH3BOECTBCHH3H IJ1oIajaKa:
P&G Health Austria GmbH & Co. OG

HoBlgasse 20, 9800 Spittal an der Drau, Austria

Howmep nunensun Ha nponsBoacTBo: 480021

Ceptudurar GDP Ne 483031

ILnomaaka KOHTPOJIsl Ka4eCcTBA:

P&G Health Austria GmbH & Co. OG

HoBlgasse 20, 9800 Spittal an der Drau, Austria

Howmep nunensuu Ha npoussoxactso: 480021

Ceprudukar GDP Ne 483031

Iliomaaka YNaKkoBKH:

P&G Health Austria GmbH & Co. OG

HoBlgasse 20, 9800 Spittal an der Drau, Austria

Howmep nunensun Ha nponsBoacTBo: 480021

Ceprudukar GDP Ne 483031

3asiBjeHue 0 cepTHUKAIMN:

HacTosmuM moaTBepikIar, 4YTO JaHHAs WHQOPMALUs SBISICTCS JOCTOBCPHOW WM TOYHOH. YKa3aHHAs Cepus
npenapata Oblla MPOW3BEJCHA, BKJIIOYAs YMAKOBKY M KOHTPOJb KAyeCTBa, HA YKA3aHHOW BBIIIC IUIOMIAJIKE
(Tutomragkax) B IOJIHOM COOTBETCTBHHM ¢ TpebOoBaHMsMHU Hannexamieit mpowsBoacTBeHHO#H mnpaktuku (GMP)
MECTHOTO YIOJHOMOYEHHOTO OpraHa M creuudukaiusMy, yKa3aHHbIMH B PErHCTPALHOHHOM YIOCTOBEPEHHU.
IIpoTOKOIIBI MPOU3BOACTBA, YIAKOBKH U aHAJIN3a CEPUH ObLIH MPOBEPEHBI U MIPU3HAHBI COOTBETCTBYOMMME GMP.
KommenTapumu:

H/TI

Koa penieHusi 00 MCN0JIb30BAHMU:

ACC — pmonyImieH K UCTIOIb30BaHHUIO

YT1BepxkaeHO: Jlata yTBepKACHHUS:
Karpun Xemsmens, maructp Hayk (EQ7028) / YnonHomouennoe muio ~ 23.02.2026

I[aHHLIfI JOKYMCHT IOANUCAH B 3JICKTPOHHOM BUJC U L[eﬁCTBI/ITGHCH oe3 MMOAIIHCH.

Pacnewarano: EQ7028 Jara newaru: 23.02.2026 Crp. luz 1
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CERTIFICATE OF ANALYSIS
Product: NEUROBION® coated tablets
SAP-Code: 80832468
Batch no.: 301226A
Bulk batch no.: 0137492959
Manufacturing date (mm.yyyy): 12.2025
Expiry date (mm.yyyy): 11.2027

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
f . the chromatograms of test solutions
- Pyridoxine hydrochloride 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 700.72 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. < 27 min
Dissolution Not less than 75 % (Q) of thiamine 91 %
disulfide label claim should pass into
solution in 45 min
Not less than 75 % (Q) of pyridoxine {92 %
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 Gesellschaft (OG)

Sitz der Gesellschaft: 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)
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CERTIFICATE OF ANALYSIS P&G

Product: NEUROBION® coated tablets
SAP-Code: 80832468

Batch no.: 301226A

Bulk batch no.: 0137492959

Manufacturing date (mm.yyyy): 12.2025

Expiry date (mm.yyyy): 11.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

Parameter

Specifications Results

Not less than 75 % (Q) of 95 %
cyanocobalamin label claim should
pass into solution in 45 min

Related substances

Thiamine disulfide impurities:

thiamine - not more than 3.0 % <01%

aminopyrimidine formamide - not <01 %
more than 1.0 %;
aminopyrimidine pyridoxine (adduct) - |< 0.1 %
not more than 1.0 %

4-methyl-5-thiazole ethanol - not <01%
more than 1.0 %

4-amino-5-aminomethyl-2- <0.1%
methylpyrimidine - not more than

0.2%

Individual unidentified impurity - not (< 0.1 %
more than 0.2%
Total unidentified impurities - not <01%
more than 1.0 %.

Seite 2 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
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)
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CERTIFICATE OF ANALYSIS
Product: NEUROBION® coated tablets
SAP-Code: 80832468
Batch no.: 301226A
Bulk batch no.: 0137492959
Manufacturing date (mm.yyyy): 12.2025
Expiry date (mm.yyyy): 11.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

Highly Restricted

PeG

Pyridoxine hydrochloride impurities:
individual impurity - not more than <01%
0.2 %
total impurities - not more than 1.0 %. |< 0.1 %
Cyanocobalamin impurities:
hydroxocobalamin - not more than 0.4%
8.0 %
individual unidentified impurity —not [0.3 %
more than 5.0 %
total unidentified impurities - not more {0.8 %
than 13.5 %
Total unidentified impurities of 0.8%
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 %
Uniformity of dosage units
(every 5th batch) Conforms
- thiamine disulfide Conforms
- pyridoxine hydrochloride 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

Unbeschrénkt 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: NEUROBIONP® coated tablets
SAP-Code: 80832468
Batch no.: 301226A
Bulk batch no.: 0137492959
Manufacturing date (mm.yyyy): 12.2025
Expiry date (mm.yyyy): 11.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. 0G,

Highly Restricted

PeG

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:
90 mg to 105 mg of thiamine 101 mg
disulfide
190 mg to 210 mg of pyridoxine 204 mg
hydrochloride
0.18 mg to 0.26 mg of 0.24 mg
cyanocobalamin
Package 10 tablets in PVC/PVDC/Alu blister. | Complies
2 blisters and a patient information
leaflet in a carton.
Parameter Specifications Results
Labeling According to normative document Complies as
prescribed
Storage At the temperature not more than 25 °C
Shelf-life 2 years.

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
Unbeschrénkt haftende Gesellschafterin:

P&G Health Germany GmbH
Sitz: Schwalbach am Taunus

(Amtsgericht Konigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS P&G

Product: NEUROBION® coated tablets
SAP-Code: 80832468

Batch no.: 301226A

Bulk batch no.: 0137492959

Manufacturing date (mm.yyyy): 12.2025

Expiry date (mm.yyyy): 11.2027

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 AP| Batch number: 91652246 - C601500101,
C601500100;

API Manufacturer Batch number: PRMU5232C59900,
PRMU5226C59902;

API Manufacturer name: Procter & Gamble Health Limited
AP| Manufacturer country: India

Name: CYANOCOBALAMINE EP

FP Manufacturer AP Batch number: 91181664 -C601400013,
C601400012;

API Manufacturer Batch number: 2311701984, 2412551309;
API| Manufacturer name: EuroAPI France

API Manufacturer country: France

Name: PYRIDOXINE HYDROCHLORIDE EP JIANGXI

FP Manufacturer API Batch number: 91200960 - C601500081;
API Manufacturer Batch number: JTPC+25054006C;

AP| Manufacturer name: Jiangxi Tianxin Pharmaceutical Co., Ltd.
AP| Manufacturer country: China

Seite 5 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
Telefax +43 (0) 4762 51 51-440
WWW.pg.com

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

UID-Nr. ATU43740706

Unbeschrénkt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS p&G

Product:

SAP-Code:
Batch no.:

Bulk batch no.:
Manufacturing date (mm.yyyy):

Expiry date (mm.yyyy):

Manufacturer according to the

registration in Russia: /
Austria/

NEUROBION® coated tablets

80832468
301226A

0137492959
12.2025

11.2027

P&G Health Austria GmbH & Co. OG,

Assessment: The batch complies with the specification according to JII1-
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

0 6-Marz 2026

Seite 6 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)
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CERTIFICATE OF ANALYSIS P&G

Product: NEUROBION® coated tablets
SAP-Code: 80832468

Batch no.: 301226A

Bulk batch no.: 0137492960

Manufacturing date (mm.yyyy): 12.2025

Expiry date (mm.yyyy): 11.2027

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
- pyridoxine hydrochloride
- cyanocobalamin

Retention times of the main peaks in | Conforms
the chromatograms of test solutions
should comply with the retention
times of the main peaks in the
chromatograms of thiamine disulfide,
pyridoxine hydrochloride and
cyanocobalamin standard solutions
(see Assay).

Average weight of tablets
and deviation from average
weight

From 665.00 mg to 735.00 mg 691.84 mg
(700.00 mg + 5 %).

18/20 tablets: not more than 5 % Conforms

2/20 tablets: not more than + 10 % Conforms

Disintegration

Not more than 60 min. < 36 min

Dissolution

Not less than 75 % (Q) of thiamine 95 %
disulfide label claim should pass into
solution in 45 min.

Not less than 75 % (Q) of pyridoxine |96 %
hydrochloride label claim should pass
into solution in 45 min

Seite 1 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
Telefax +43 (0) 4762 51 51-440
www.pg.com

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

UID-Nr. ATU43740706

Unbeschrénkt 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.:

Manufacturing date (mm.yyyy):

Expiry date (mm.yyyy):

Page 2 of 6

CERTIFICATE OF ANALYSIS

NEUROBION® coated tablets

80832468
301226A

0137492960
12.2025

11.2027

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 96 %
cyanocobalamin label claim should
pass into solution in 45 min

Related substances Thiamine disulfide impurities:
thiamine - not more than 3.0 % <01%
aminopyrimidine formamide - not <01%
more than 1.0 %
aminopyrimidine pyridoxine (adduct) - |< 0.1 %
not more than 1.0 %
4-methyl-5-thiazole ethanol - not <01%
more than 1.0 %
4-amino-5-aminomethyl-2- <01%
methylpyrimidine - not more than
0.2%

Individual unidentified impurity - not |<0.1 %
more than 0.2 %
Total unidentified impurities - not <01%
more than 1.0 %.

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

Unbeschrénkt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kdnigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS

Product:

SAP-Code:
Batch no.:

Bulk batch no.:

Manufacturing date (mm.yyyy):

Expiry date (mm.yyyy):

NEUROBION® coated tablets

80832468
301226A

0137492960
12.2025

11.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

Highly Restricted

PeG

Pyridoxine hydrochloride impurities:
individual impurity - not more than <01%
0.2 %
total impurities - not more than <01%
1.0 %.
Cyanocobalamin impurities:
hydroxocobalamin - not more than 0.4 %
8.0 %
individual unidentified impurity —not 0.3 %
more than 5.0 %
total unidentified impurities - not more (0.8 %
than 13.5 %
Total unidentified impurities of 0.8%
thiamine disulfide, pyridoxine
hydrochloride and cyanocobalamin -
not more than 15.5 %
Uniformity of dosage units
(every 5th batch) Conforms
- thiamine disulfide Conforms
- pyridoxine hydrochloride 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 Gesellschaft: 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 Kdnigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS
Product: NEUROBION® coated tablets
SAP-Code: 80832468
Batch no.: 301226A
Bulk batch no.: 0137492960
Manufacturing date (mm.yyyy): 12.2025
Expiry date (mm.yyyy): 11.2027

Manufacturer according to the

registration in Russia: /
Austria/

P&G Health Austria GmbH & Co. OG,

Highly Restricted

PeG

Parameter Specifications Results
Microbial purity / (every 5th | TAMC — NMT 10° CFU/g Not tested
batch) TYMC — NMT 10?2 CFU/g Not tested
Escherichia coli— absence in 1 g Not tested
Assay Each coated tablet contents:
90 mg to 105 mg of thiamine 100 mg
disulfide
190 mg to 210 mg of pyridoxine 203 mg
hydrochloride
0.18 mg to 0.26 mg of 0.23 mg
cyanocobalamin
Package 10 tablets in PVC/PVDC/Alu blister. | Complies
2 blisters and a patient information
leaflet in a carton.
Parameter Specifications Results
Labeling According to normative document Complies as
prescribed
Storage At the temperature not more than 25 °C.
Shelf-life 2 years.

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)
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CERTIFICATE OF ANALYSIS PE G

Product: NEUROBION® coated tablets
SAP-Code: 80832468

Batch no.: 301226A

Bulk batch no.: 0137492960

Manufacturing date (mm.yyyy): 12.2025

Expiry date (mm.yyyy): 11.2027

Manufacturer according to the

registration in Russia: /
Austria/

APls used in FPC-
Batch:

P&G Health Austria GmbH & Co. OG,

Name: THIAMINE DISULFIDE

FP Manufacturer API Batch number: 91652246 - C601500101,
C601500103;

API| Manufacturer Batch number: PRMU5232C59900,
PRMU5231C59902;

API Manufacturer name: Procter & Gamble Health Limited
API Manufacturer country: India

Name: CYANOCOBALAMINE EP

EP Manufacturer API Batch number: 91181664 -C601400013,
C601400012;

API| Manufacturer Batch number: 2311701984, 2412551309;
API Manufacturer name: EuroAPI France

API Manufacturer country: France

Name: PYRIDOXINE HYDROCHLORIDE EP JIANGXI

FP Manufacturer AP| Batch number: 91200960 - C601500081,
C601500084;

API Manufacturer Batch number: JTPC+25054006C,
JTPC+25054019C;

AP| Manufacturer name: Jiangxi Tianxin Pharmaceutical Co., Ltd
AP| Manufacturer country: China

Seite 5 von 6

P&G Health Austria GmbH & Co. OG
Hdsslgasse 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
WwWw.pg.com

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

UID-Nr. ATU43740706

Unbeschrénkt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS p EG

Product:

SAP-Code:
Batch no.:

Bulk batch no.:
Manufacturing date (mm.yyyy):
Expiry date (mm.yyyy):

Manufacturer according to the
registration in Russia: /
Austria/

NEUROBION® coated tablets

80832468
301226A

0137492960
12.2025

11.2027

P&G Health Austria GmbH & Co. OG,

Assessment: The batch complies with the specification according to JM1-
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

Seite 6 von 6

Rechtsform: Offene Geselischaft (OG)

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

UID-Nr. ATU43740706

Unbeschrénkt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)



SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Certificate of Compliance

Brand Name:

NEUROBION

Product Description: Batch Number:
NEUROBION FORTE DRAGEES (20 DRG) - RU  301226A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

100 mg thiamine disulphide, 200 mg pyridoxine hydrochloride, 200 pg cyanocobalamine
Brand Code: Contractor Item No:
80832468 80832468

Date of Manufacturing: Expiration Date:

11 DEC 2025 NOV 2027

Lot Quantity: Unit of Measure:
76,800.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40039451658

Bulk batches consumed in the reported Batch Code:

Batch No: 0137492959, Manufacturing Date:11.12.2025

Batch No: 0137492960, Manufacturing Date:11.12.2025

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoéRlgasse 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
HoRlgasse 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:

n/a
Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Katrin Helmel, MSc. (EQ7028) / Qualified Person 23.02.2026

This document was signed electronically and is valid without signature.

Printed by: EQ7028 Print Date: 23.02.2026

PeG

Package Size:
20

Package Type:

blisters

Page: 1 of 1



CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOOA

Name of the document / 301226A - new
HassaHue gokymeHnTa

This certificate confirms that the document 301226A - new 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 / [aHHblii cepTudmkaT noaTeepxaaet, 4to AoKymeHT 301226A - new,
W3Ha4arbHO HaNMCaHHbIN Ha aHrIMICKOM si3bike, Gbin NEPeBEAEH B COOTBETCTBUN C AecTByoLWUM
cornaiueHvem o6 okasaHWM ycnyr ¢ aHrmuACKOro S3bika Ha PycCKkuii 53biK cepTUULMPOBaHHBLIM
NepesoAqMKOM, 0BnajaloWwMM [JOCTaTOYHLIMI HaBblkaMu Ans OCyLLIeCTBMNeHuss nepesoga u
NPOBEPKM AOKyMEHTa. [laHHbIA CepTUUKaT Takke NoATBEPKAAET, UTo nepeBoj NpoLuen nNpoBepKy
Ha NPaBWILHOCTb M NONHOTY OTHOCUTENbHO UCXOAHOO JOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBopn BbINOMHEH:

Date and Signature / [lata u 25.03.26
noanuce

Esaokumosa KceHus / Mepesogunk

Translation checked for Karim Halida /
correctness and completeness
by / TllepeBoag npoBepeH Ha
NPaBUIIbLHOCTb U NOMHOTY:

Date and Signature / Jata u 25.03.26
noanuch

@uality Control Department

Kapum Xanupa poauTens Otaena KoHTtpons KauecTea




