IIpenapat:

Kox SAP:
Howmep cepumn:

Howmep cepun HeDaC(l)aCOBaHHOFO NpoAYKTA:

Crp. 1 u33
CEPTU®UKAT AHAJIN3A

HEWPOBHOH®, Ta6eTkn,
MOKPBIThIE 000J10YKOMH

80832468
301026A
0137492948

JaTa npou3BoacTBa (MM.ITIT):

12.2025

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

11.2027

IIpou3BOAUTEIb COTJIACHO PETHCTPAIIMN B

P&G Health Austria GmbH & Co. OG,

Crporo KOHQHUICHIHAILHO

PeG

Poccum: / Austria
Iloka3aresnb Crnenuduxanuu Pe3yabTarthl
Onucanue Kpyrisie 1BOSIKOBBITYKIIBIE TAOJIETKH, TIOKPBITEIE 000moukol | Kpyrisre
mouTH OeJIoTo 1BeTa, OJECTSIINE, CO CITa0bIM XapaKTePHBIM JTBOSTKOBBITTYKJIBIE
3aIaxoM. Ta0JIETKH, TOKPHITHIC
000JI0YKO# TOYTH
0esoro 1BETA,
OnecTaime, co cIadbIM
XapaKTCPHBIM 3aIaXOM.
Wnentndukanus
- Tmamuna mucynpdun |BpemeHa ynepkuBaHMs OCHOBHBIX IMMKOB HA XpOMaTOrpaMMax
- [lupunoxcuna UCIIBITYEMBIX PACTBOPOB, JOJKHBI COOTBETCTBOBATH BPEMCHAM
THIPOXIIOPHIT yICp>KUBaHMS OCHOBHBIX ITUKOB HA XpOMATOrpaMMax
- [lmanoko0amaMuH CTaHJAPTHBIX PACTBOPOB THAMHHA IUCYIb(HUIA,

MAPUAOKCHHA TUAPOXJIopUaa U III/IaHOKO6a.HaMI/IHa (pa3,uen
«KonnuecTBeHHOE onpe,ueneHI/Ie»).

Cpennsist macca Ot 665,00 1o 735,00 mr (700,00 mr £ 5 %) 698,13 mMr

TaOneTok u oTKIoHeHue |18/20 rabnerok: He Gosnee + 5 %

OT CPCIHEH MacChl 2/20 tabaerok: He Gosee £ 10 %

Pacnagaemocth He 6onee 60 mun

PactBopenue He menee 75 % (Q) ot 3asiBiIeHHOr0 coAep X aHusl THAMHUHA 96 %
JUCynb(uIa JOIDKHO MEPEHTH B PACTBOP B TCUCHHUE 45 MUHYT.
He menee 75 % (Q) ot 3asiBIIeHHOTO coAepKaHUs NMUPUAOKCHUHA |95 Y%
THIIPOXJIOPHJIA TOJDKHO EPEHTH B pacTBOP B TeueHHE 45 MUHYT.
He menee 75 % (Q) ot 3asiBI€HHOr0 coAep» aHus 107 %
UaHOKoOaIaMUHA JIOJKHO MIEPEHTH B PACTBOP B TCUCHUE
45 MUHYT.

Poncreennsie npumecu | [puMecu TnamuHa aucyabbuaa:
Tuamun — He 6o1ee 3,0 % <0,1 %
AwmnHonupumuarHpopMamun — He 6oitee 1,0 % <0,1 %
AMMHOIIMPUMHIMHINPHUIOKCHH (agnykT) — He 6ouee 1,0 % <0,1 %
4-Metun-5-tuazonstanon — ue 6onee 1,0 % <0,1 %

4- AMHMHO-5-aMUHOMETHII-2-METHIIITUPUMUINH — He Ooliee
0,2 %

<0,1%/<0,1%

EnnangHas HeuneHTHGUIMpPOBaHHAs IpUMeEch — He Ooee <0,1 %
0,2 %

CyMma HenieHTHHIMPOBaHHEIX puMecell — He 6oiee 1,0 % |<0,1 %
[IpuMecn nupuIOKCHHA THAPOXJIOPHIA:

Enuananas npumecs — He 6ouee 0,2 % <0,1 %
Cymma npumeceit — ne 6onee 1,0 % <0,1 %

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

Crp. 1 u33

[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 Kennrmraitn-um-Taynyca: HRB 10156)




IIpenapat:

Kox SAP:
Howmep cepumn:

Howmep cepun Hepacd_)aconaﬂﬂoro NpoAYKTA:

Crp.2u3 3
CEPTU®UKAT AHAJIN3A

HEWPOBHOH®, Ta6eTkn,
MOKPBIThIE 000J10YKOMH

80832468
301026A
0137492948

JaTa npou3BoacTBa (MM.ITIT):

12.2025

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

11.2027

IIpou3BOAUTEIb COTJIACHO PETHCTPAIIMN B

P&G Health Austria GmbH & Co. OG,

Crporo KOHQHUICHIHAILHO

PeG

Poccuu: / Austria
Iloka3aresnb Crnenuduxanuu Pe3yabTarthl
pumMecn nnaHokobagaMuHa:
T'uapokcokobanamua — He 6onee 8,0 % 0,6 %
EnnangHas HeuneHTHGUIMpPOBaHHAs IpUMECh — He Oojee 0,3 %
5,0 %
CyMMa HenieHTH(UIMPOBaHHBIX IpuMeceld — He 6oee 13,5 %|0,8 %
CymMa HenIeHTH(OUITUPOBAHHBIX IPUMEcel THAMUHA 0,8 %
Iucynbduaa, THPUIOKCHHA THAPOXJIOPUIA M ITHaHOKoOaTaMuHa
— He Oosee 15,5 %
OnHOPOIHOCTD
JIO3UPOBAHUS
(kaxmast 5-s1 cepusi) CooTBeTCTBYET
- Tmamuna nucynbdun COOTBETCTBYET
- [lupunoxcuna CoOTBETCTBYET
THIIPOXIIOPH]T
Muxkpobuonorudeckas |O61ee yncio a3pobHbIX 6akTepuii — He Gonee 10° KOE/r 10 KOE/r
YUCTOTA OO61ee 9rcio IpoXOKEBBIX U TNIECHEBBIX IpuOoB — He 6onee (< 10 KOE/r

(kaxnas 5-s cepusi)

10? KOE/r

Omcymcmeue Escherichia coliB 1 T

WcneiTanne He

MIPOBOTVIIN
KonuyectBeHHOE Kaxxnast Tabnerka, mokpeITast 000JIOUKOM, COJCPIKHUT:
OIpeJieNeHue Ot 90 no 105 Mr TnamuHa Tucyibduia 100 mr
Ot 190 0 210 Mr MUpHUIOKCUHA TUAPOXIOPUIA 202 mr
Ot 0,18 g0 0,26 Mr 1manokobazaMuHa 0,25 mr
YmakoBka ITo 10 ta6mierok B 6muctep u3 [IBX/TIBAX/Amn. ITo 2 6mucrepa ¢|CooTBETCTBYET
JIMCTKOM-BKJIQJIBIIIEM B MAYKy KAPTOHHYIO.
MapxkupoBka B cOOTBETCTBHH C HOPMATHBHBIM JTOKYMEHTOM I10 Ka4eCTBY CooTBercTByeET
TpeOOBAHUSAM
XpaHeHue ITpu Temmeparype e Bbie 25 °C

CpOK TOAHOCTH

2 rona

ADC, Hcnoab3yemMble B

HaumenoBanne: THAMUHA JUCYJb®U/]

CcepuH FOTOBO

JIEKAPCTBEHHO () OpPMBI:

Howmep cepun ADC npowmspoautens ['T1: 91652246 — C601500103, C601500100;

Howmep cepun npomsBoautenss ADC: PRMU5231C59902,

PRMUS5226C59902;

Hanmenosanue nponssoautenss ADPC: Procter & Gamble Health Limited

Crpana npoussoaurenast ADPC: Unaus
Haumenosanue: HIMAHOKOBAJIAMMH, EBp. ®.

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

Hanmenosanue npounssoautenss ADPC: EuroAPI France
Crpana npousBoaurens ADC: @pannus

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

Crp.2u3 3

[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 Kenurmraitn-um-Taynyca: HRB 10156)




Crp.3u33 Crporo KOHQHUICHIHAILHO

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

MOKPBIThIE 000J10YKOMH

Kox SAP: 80832468
Howmep cepumn: 301026A

Homep cepun HepachacoBaHHOro npoaykra: 0137492948

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

Hanmenopanue: IMPUIOKCHUHA TUAPOXJIOPU/L, EBp. @., JIANGXI
Howmep cepun ADC npoussoaurens I'T1: 91200960 — C601500081, C601500093;
Howmep cepun npoussoautens ADC: JTPC+25054006C, JTPC+25054003C;
Hanmenosanwne npomssonurenst ADC: Jiangxi Tianxin Pharmaceutical Co., Ltd.
Crpana npouspojureiiss ADC: Kuraii

OneHka: Cepust cooTBeTCTBYET crieripukanuu cornacHo HJI no xauectBy
Ne JITI-Ne(011291)-(PI'-RU) ot 12.08.2025.

Karpun Xenbmenn
/noonucano/
Jata / Ilonnuch YnojguomoueHHoro juuna (YJI): 6 maprta 2026 T.

Kpyraas negats: 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. 1u33/
CEPTU®UKAT AHAJIU3A

HENPOBUOH®, Taéaerku,
MOKPBIThIE 000J10YKOMH

80832468
301026A
0137498220

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
Onucanue Kpyriieie 1BOSIKOBBITTYKIIBIE TaOJIETKH, TOKPHITEIE 00004K0H | Kpyribie
MOYTH OEJIoTo MBETa, OJIECTAIINE, CO CIA0BIM XapaKTEPHBIM | IBOSKOBBITYKIIbIE
3aImaxoM. Ta0JIETKH, TOKPHITHIC
000JI0YKO¥ MOUTH
Oenoro 1peTa, OJIECTAIINE,
CO CJ1a0BIM XapaKTECPHBIM
3aMmaxoM.
Wnentudukanms
- Tnamuna nucynspun  |BpemeHa ynepkuBaHUS OCHOBHBIX MUKOB Ha
- [lupunoxcuna XpOMAaTOTrpaMMaX UCIBITYEMBIX PACTBOPOB, JOJIKHEI
THIIPOXIIOPHIT COOTBETCTBOBATh BPEMCHAM YIICPIKUBAHHSI OCHOBHBIX TTHKOB
- [lmanoko0amaMuH Ha XpOMaTorpaMMax CTaHJapTHBIX PACTBOPOB THAMHHA

nucynshuma,
MUPUIOKCHHA THAPOXJIOPUIA ¥ InaHOKoOaTaMuHa (pa3men
«KosinuecTBEHHOE OTIPE/ICIICHHEY).

Cpenmnsist macca tabnetok |OT 665,00 1o 735,00 mr (700,00 mr £ 5 %) 695,79 mMr

U OTKJIOHEHHUE OT 18/20 tabmerox: He 6osee £ 5 %

CpeIHeH MacChI 2/20 tabserok: He Gonee + 10 %

PacmamaemocTs He 6omee 60 mun

PactBopenue He menee 75 % (Q) ot 3asBineHHOTO coaepkanus Tnamuaa |91 %
Icynbpuaa J0JKHO NEPEHTH B PACTBOP B TEUSHUE
45 MUHYT.
He menee 75 % (Q) oT 3asBIEHHOTO COAEPIKAHUS 91 %
MUPHUIOKCHHA THAPOXIIOPUAA JOJDKHO TIEPEHTH B pacTBOP B
TeueHue 45 MUHYT.
He menee 75 % (Q) oT 3asBIEHHOTO COAEPIKAHUS 94 %
LHaHOKOOAIaMHHA JIOJDKHO MEPEiTH B PACTBOP B TEUCHHE
45 MUHYT.

Poncreennbie npumecu  |[IpuMecH THAMHHA AUCYIb(IIA:
Tuamun — ue 6omee 3,0 % <0,1 %
AwmuHonmpumuanHGopmamug — He 6omee 1,0 % <0,1 %
AMUHONMPUMHUIUHINPHUIOKCHH (anaykT) — He 6oxee 1,0 % |< 0,1 %
4-Metun-5-tnazomdtanona — He 6oiee 1,0 % <0,1 %
4- AMHHO-5-aMUHOMETHII-2-METHIITTUPUMUAIUH — He Oonee  |< 0,1 %
0,2 %
Enuanunas HemaeHTHUIIMPOBaHHAS IpuMech — He Oonee |< 0,1 %
0,2 %
CymMma HeMIeHTH()UIIMPOBAaHHBIX IpuMecel — He Ooiee <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

Crp. 1 u3 3

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 Kenurmraitn-um-Taynyca: HRB 10156)



Ilpenapart:

Kox SAP:
Howmep cepumn:

Howmep cepun Hepacd_)aconaﬂﬂoro IpoaAYKTaA:

Ctp.2u3 3/
CEPTUO®UKAT AHAJIU3A

HEWPOBUOH?®, Taénerku,
MOKPBIThIE 000J10YKOMH

80832468
301026A
0137498220

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 Pe3yabTarthl
1,0 %
[Ipumecy NUPUIOKCHHA THIPOXJIOPHIA:
Euananas npumeck — He 6otee 0,2 % <0,1 %
Cymma npumeceit — e 6oxee 1,0 % <0,1 %
[Ipumecu nuanokobagaMuHa:
I'mnpoxcokobamamua — He 6onee 8,0 % 0,8 %
Enuanunas HewneHTHGUIIMpOBaHHAs TpuMech — He 6osee 0,3 %
5,0 %
CymMa HenIeHTH(GUIINPOBAaHHEIX IpuMecelt — He Ooiee 0,6 %
13,5 %
CyMmMa HeuAeHTU(UIMPOBAHHBIX IPUMECEH THAMUHA 0,6 %
aucyinbGuaa, TMPUAOKCHHA THAPOXJIOPUIA U
raHokoOanamMuaa — He Oosee 15,5 %
OnHOPOTHOCTD
JIO3UPOBAHUS
(kaxcmast 5-s1 cepusi) COOTBETCTBYET
- Tnamuna nucynshun CooTBeTCTBYET
- [Iupunoxcuna CooTBeTCTBYET
THIIPOXIIOPH]T
Muxkpo6uonoruueckas | Obuiee uncyio a3pobHbIx Gakrepuii — He Gonee 103 KOE/r |< 10 KOE/r
4UCTOTA O011ee YHCII0 TPOXKIKEBBIX U INIECHEBBIX TpuO0B — He Oonee|< 10 KOE/r

(kaxnas 5-s cepusi)

10> KOE/r

Omcymcemeue Escherichia coliB 1 T

HcnbiTanue He IIPOBOANJIN

KonmuectBennoe Kaxknas TabiieTka, oKpbITast 000JI04KO#, COAEPKHUT:
OIpeJieNIeHue Ot 90 o 105 mr TnamMuHa aucynspusa 101 mr
Ot 190 o 210 Mr nupugOKCHHA THAPOXJIOpUAA 205 mr
Ot 0,18 10 0,26 Mr nmaHokobazaMuHa 0,24 mr
YmakoBka ITo 10 Tabnerok B 6muctep u3 [IBX/TIBX/Amn. COOTBETCTBYET
ITo 2 6amcTepa ¢ IMCTKOM-BKJIA/IBIIIEM B MTAYKY KAPTOHHYIO.
MapxkupoBka B cooTBeTcTBHM C HOPMAaTHBHBIM JOKYMEHTOM IO KadecTBy |COOTBETCTBYET
TpeOOBAHUSIM
XpaneHue ITpu Temnepartype He Boiie 25 °C

CpOK TOAHOCTH

2 roma

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.2 u3 3

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 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: 301026A

Howmep cepun HepachacoBanHoro npoaykra: 0137498220

JdaTa npou3BojacTBa (MM.ITIT):

12.2025

JlaTa ucTeyeHus cpoka rogHocTu (Mm.rrrr):  11.2027

IIpou3BoANTEIb COIIACHO PErMCTPAIIMU B

Poccun: /
Austria/

ADC, ucnoJb3yeMble B CepHH

P&G Health Austria GmbH & Co. OG

HanmenoBanne: THAMMUHA JUCYJIb®U ]|

TOTOBOIi JIeKapPCTBEHH O
(dopMBbI:

Howmep cepun ADC npoussogureis ['T1: 91652246 — C601500103, C601500100;
Howmep cepun npoussoautens ADC: PRMU5231C59902, PRMU5226C59902;
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 ADPC npounspoaurens ['T1: 91200960 — C601500081;

Howmep cepun npousBoautenss ADC: JTPC+25054006C;

HaunmenoBanue npoussoautens ADC: Jiangxi Tianxin Pharmaceutical Co., Ltd.
Crpana npouspojureiiss ADC: Kuraii

Ouenka: Cepust cOOTBEeTCTBYET crienudukaimu 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:
HEWPOBUOH ®OPTE, IPAXE (20 IPAXE) — 301026A 20

POCCHUA

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

J03MpoBKa/aKTHBHOCTD:
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:

75 840,00 IIIT.

HoMep perucrpaimMoHHOro yaocropepenusi: HomMep KOHTPOJIbLHOM cepum:
LS-001540 40039451655

Cepuu HepachacOBAHHOIO MPOAYKTA, HCI0J1b30BAHHBIE B YKA3AHHOM cepUM:
Cepust Ne 0137492948 Jara mpomsBoacrsa: 11.12.2025

Cepust Ne 0137498220 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 moaTBepikIaro, 4YTO JaHHAs WHQOPMALUs SBISICTCS JOCTOBCPHOW M TOYHOH. YKa3aHHAs Cepus
npenapata Oblla NMPOW3BEJCHA, BKJIOYAs YMAKOBKY M KOHTPOJb KAyeCTBA, HA YKA3aHHOW BBIIIC IUIOMIAJIKE
(Tutomragkax) B IOJIHOM COOTBETCTBHHM ¢ TpebOoBaHMsMHU Hannexamieit mpowsBoacTBeHHO#H mnpaktuku (GMP)
MECTHOTO YIOJHOMOYEHHOTO OpraHa M creuu(ukaiusMy, yKa3aHHbIMH B PErHCTPALHOHHOM YIOCTOBEPEHHU.
IIpoTOKOJIBI MPOU3BOACTBA, YIAKOBKH U aHAJIN3a CEPUH ObLIN MPOBEPEHBI U MMPU3HAHBI COOTBETCTBYOMNUME GMP.
KommenTapumu:

H/TI

Koa penieHusi 00 MCN0JIb30BAHMU:

ACC — pmonyImieH K UCTIOIb30BaHHUIO

YT1BepxkaeHO: Jlata yTBepKACHHUS:
Katpun 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

PeG

Product: NEUROBION® coated tablets
SAP-Code: 80832468

Batch no.: 301026A

Bulk batch no.: 0137492948
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 698.13 mg
(700.00mg + 5 %)

18/20 tablets: not more than + 5 % Conforms

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

Disintegration

Not more than 60 min. <22 min

Dissolution

Not less than 75 % (Q) of thiamine 96 %
disulfide label claim should pass into
solution in 45 min.

Not less than 75 % (Q) of pyridoxine |95 %
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 Geselischaft (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 Konigstein im Taunus HRB 10156)



Page 2 of 6

CERTIFICATE OF ANALYSIS

Product:

SAP-Code:
Batch no.:

Bulk batch no.:

Manufacturing date (mm.yyyy):

Expiry date (mm.yyyy):
Manufacturer according to the

registration in Russia: /

NEUROBION?® coated tablets

80832468
301026A

0137492948
12.2025

11.2027

P&G Health Austria GmbH & Co. OG,

Highly Restricted

PeG

Austria

Parameter Specifications Results
Not less than 75 % (Q) of 107 %
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 <0.1%

more than 1.0 %

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

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

<01%

4-amino-5-aminomethyl-2-
methylpyrimidine - not more than
0.2 %;

<01%/<0,1%

02%

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

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

Pyridoxine hydrochloride impurities:

individual impurity - not more than <0.1%

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
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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
Product: NEUROBION® coated tablets
SAP-Code: 80832468
Batch no.: 301026A
Bulk batch no.: 0137492948
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

total impurities - not more than 1.0 % {< 0.1 %
Cyanocobalamin impurities:
hydroxocobalamin - not more than 0.6 %
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

Hésslgasse 20 » 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0) 4762 51 51-0
Telefax +43 (0) 4762 51 51-440
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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: NEUROBION® coated tablets
SAP-Code: 80832468
Batch no.: 301026A
Bulk batch no.: 0137492948
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

2 blisters and a patient information
leaflet in a carton

Parameter Specifications Results
Microbial purity / (every 5th | TAMC — NMT 102 CFU/g 10 CFU/g
batch)
TYMC - NMT 102 CFU/g <10 CFU/g
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 202 mg
hydrochloride
0.18 mg to 0.26 mg of 0.25mg
cyanocobalamin
Package 10 tablets in PVC/PVDC/Alu blister. { Complies

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
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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.: 301026A
Bulk batch no.: 0137492948
Manufacturing date (mm.yyyy): 12.2025
Expiry date (mm.yyyy): 11.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria
Parameter Specifications Results
Labeling According to normative document Complies as
prescribed
Storage At the temperature not more than 25 °C
Shelf-life 2 years
APls used in FPC- Name: THIAMINE DISULFIDE
Batch: FP Manufacturer APl Batch number: 91652246 - C601500103,
C601500100;
AP| Manufacturer Batch number: PRMU5231C59902,
PRMU5226C59902;

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

Name: CYANOCOBALAMINE EP

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

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

API Manufacturer country: France
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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

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: NEUROBION® coated tablets
SAP-Code: 80832468
Batch no.: 301026A
Bulk batch no.: 0137492948
Manufacturing date (mm.yyyy): 12.2025
Expiry date (mm.yyyy): 11.2027
Manufacturer according to the
registration in Russia: / P&G Health Austria GmbH & Co. OG,
Austria
Name: PYRIDOXINE HYDROCHLORIDE EP JIANGXI
FP_Manufacturer AP Batch number: 91200960 - C601500081,
C601500093;
API Manufacturer Batchnumber:JTPC+25054006C, JTPC+25054003C;
AP| Manufacturer name: Jiangxi Tianxin Pharmaceutical Co., Ltd.
API Manufacturer country: China
Assessment: The batch complies with the specification according to JIl-
Ne(011291)-(PI-RU) from 12.08.2025.
Katrin, HeJmel
et 0
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
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 z G

Product: NEUROBION® coated tablets
SAP-Code: 80832468

Batch no.: 301026A

Bulk batch no.: 0137498220

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 695.79 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. < 22 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 |91 %
hydrochloride label claim should pass
into solution in 45 min.
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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.: 301026A

Bulk batch no.: 0137498220

Manufacturing date (mm.yyyy): 12.2025

Expiry date (mm.yyyy): 11.2027

Manufacturer according to the
registration in Russia: /

P&G Health Austria GmbH & Co. OG

Highly Restricted

PeG

Austria/

Parameter Specifications Results
Not less than 75 % (Q) of 94 %
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 %

0.2%

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 %.

Pyridoxine hydrochloride impurities:

individual impurity - not more than <01%

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

UID-Nr. ATU43740706

Unbeschréankt 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.: 301026A
Bulk batch no.: 0137498220
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

total impurities - not more than 1.0 % |<0.1 %
Cyanocobalamin impurities
hydroxocobalamin - not more than 0.8 %
8.0 %
individual unidentified impurity — not 0.3 %
more than 5.0 %
total unidentified impurities - not more | 0.6 %
than 13.5 %
Total unidentified impurities of 0.6 %
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
WWW.pg.com
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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 Kdnigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS
Product: NEUROBIONP coated tablets
SAP-Code: 80832468
Batch no.: 301026A
Bulk batch no.: 0137498220
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 103 CFU/g <10 CFU/g
batch) TYMC — NMT 102 CFU/g < 10 CFU/g
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 205 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
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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 Kénigstein im Taunus HRB 10156)
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CERTIFICATE OF ANALYSIS p&G

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

Batch no.: 301026A

Bulk batch no.: 0137498220

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 AP| Batch number: 91652246 - C601500103,
C601500100;

API Manufacturer Batch number: PRMU5231C59902,
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: EuroAP! France

API| Manufacturer country: France

Name: PYRIDOXINE HYDROCHLORIDE EP JIANGXI

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

API Manufacturer name: Jiangxi Tianxin Pharmaceutical Co., Ltd.
APl Manufacturer country: China
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P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)

Telefon +43 (0) 4762 51 61-0
Telefax +43 (0) 4762 51 51-440
WWW.pg.com

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

UID-Nr. ATU43740706

Unbeschréankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Konigstein im Taunus HRB 10156)



Product:

SAP-Code:
Batch no.:

Bulk batch no.:

Page 6 of 6 / Highly Restricted

CERTIFICATE OF ANALYSIS P&G

NEUROBION?® coated tablets

80832468
301026A

0137498220

Manufacturing date (mm.yyyy): 12.2025

Expiry date (mm.yyyy):

11.2027

Manufacturer according to the

registration in Russia: /
Austria/

Assessment:

P&G Health Austria GmbH & Co. OG

The batch complies with the specification according to J1l1-
Ne(011291)~(PI-RU) from 12.08.2025.

q KW
Date / Signature of Qualified Person: 0 & Marz 2026
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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
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)



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  301026A

Importing Country: Dosage Form:

RU coated tablets
Strength/Potency:

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

Date of Manufacturing: Expiration Date:

11 DEC 2025 NOV 2027

Lot Quantity: Unit of Measure:
75,840.00 IT

Marketing Authorization No: Inspection Lot No:
LS-001540 40039451655

Bulk batches consumed in the reported Batch Code:

Batch No: 0137492948, Manufacturing Date:11.12.2025

Batch No: 0137498220, Manufacturing Date:11.12.2025

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 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
HoRIgasse 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 /
Ha3BaHue nokymenTa

301026A - new

This certificate confirms that the document 301026A - 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 / [laHHbli cepTudmkaT nogTeepxaaet, 4to paokymeHT 301026A - new,
W3Ha4anbHO HaNUCaHHbIN Ha aHrMNACKOM si3bike, Bbln NepeBefeH B COOTBETCTBUM C AencTByOWUM
cornaweHnem o6 okasaHUW YCryr C aHrmUIACKOrO A3bIKa Ha PYCCKUI A3bIK cepTudULMpoOBaHHbIM
nepesoAynkoM, obnafalwmUm [OoCTaTOYHLIMU HaBbikamMu  Ans OocyLlecTBneHns nepesoga u
NPoBepku AoKymeHTa. [laHHbIi cepTudmkaT Takke NoATBEPKAAET, YTO nepesoj npoLuen NpoBepky

Ha NpaBUNLEHOCTb U MOJTHOTY OTHOCUTENbHO UCXO4HOro AOKYMEeHTa.

Translation performed by /
MepeBopn BbINOMHEH:

Date and Signature / [ata wu
noanuch

Translation checked for
correctness and completeness
by / TepeBoas nposepeH Ha
NPaBUMbLHOCTbL U MOMHOTY:

Date and Signature / Jata u
noanuce
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Evdokimova Ksenia / Translator

Esnoknmosa Kcenus / Mepeso

25.03.26

Karim Halida / Head

Kapum Xanuaa / Pykogoauteny Otaena KoHtpons KavecTsa

ality Control Department

25.03.26




