19H.

AEKJIAPAIIISA O COOTBETCTBHUHA

AEKJIAPAHT, [IPAHUMAIOIMAN TEKJTAPALIAIO O COOTBETCTBHHA

AOQ "OPOE"

Ceedenun o pezucmpayuu opzanusayuu: Medicpaiionnas uncnexyus Pedepansnoti Hanozosoii enyxcoer Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739451410, dama npuceoerus OI'PH 24.10.2002.

Adpec: 117556, 2. Mockea, yr ®pyxmosas, 0. 3-A, xam. Ilpasrenua. Teneghon: 8(495)234-04-01.

B nuye: I'enepanvnotii dupexmop Banecmpunu A.

Hosepennoe nuyo: Benoznasos O.P., dosepennocms Mo 8 om 08.01.2019

3ASABJIET, YTO

nrexapemsenroe cpedcmeo: Heomow, nopouiox Ons npuzomoenenus pacmeopa dnx unghysuii 1 2, ginaxonst (4),
nauxu kapmounsie, PY Ne IT N014030/01 om 24.11.2008 (0ama 3amene: 29.07.2019), cepus 21228, napmus
6792 ynaxosox, 200en do 01.09.2022, npoussodcmea Anvpacuema C.n.A., Hmanus, Alfasigma S,p.A., Via E.
Fermi I, 65020 Alanno (Pescara), Italy, o0 OKIIA2 21.20.10.141, xod TH B3] 3004900002, KoRmpaxm Ne
10/PHL/2010 om 22.01.2010, uneoiic Ne 19-089 om 24.10.2019

COOTBETCTBYET TPEGOBAHHSIM
TI1N014030/01-110111 usam. Ne 1-6

JAEKJIAPAIIM S ITIPHHATA HA OCHOBAHHU
| npomoxon ucneimanuii Ne 19-007184 om 07.11.2019 000 "HIUIC "Buomexnonozus " ammecmam
akxpedumayuu RA.RU,21OMO4, Cepmugpuxam POCC IT.®M08.C53269 om 07.11.2019

| JATA MPHHATHUS JEKJAPALIMM 07,11.2019
AEKJIAPALLHMSI AEHCTBUTEJBHA 1O 01.09.2022

! i

é V11, 2

! =2 ‘ o i Benornasos O.P.
? ""’-‘-“’J’"{’.BT 1z noanuce O.HO
CBEJEHHUSA O PETHCTPALIUNA

! OPTAH 10 CEPTHOHKAINH, 3APETMCTPUPOBABIIAIL AEKJIAPAITHIO

| RA.RU.11®M08 OPTAH ITO CEPTHOHKALIHH [TPORVKIIHH OFL[ECTBO C OTPAHHYEHHOMH

| OTBETCTBEHHOCTBIO "OKPY)XHOH LJEHTP KOHTPOJIS KAYECTBA",

| adpec opeanusayuu: 115280, 2. Mocxea, ya. Macmepxoea, 0. 4, am. 5, nom. I, kam. 1, adpec opzana no

- cepmudpuxayuu. 115280, POCCHA, 20pod Mocxea, yn. Macmeproaa, 0. 4, am. 5., men.:(495)788-02-88, aeb-
caiim: oyrK.pg.

 AEKJIAPAITMA O COOTBETCTBHM 3APETHCTPHPOBAHA M POCC RU JJ-IT. ®M08.A.43358/19
AATA PETHCTPALLHU 07.11.2019
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ALFASIGMA

Kontpons kavecrsa- cepruduwnt nuanusa No: 201907464
Quality Control - Certificate of analysis Nr: 201907464

Kopn poaykr Cepun Jara anampna  JaTa npotdaocncion Togen nn Kon-no Jnerplstouns
0in67352 HeoTou Ir nopowor 21228 17710/2019 092019 09/2022 29.205 Poccun
JLKI IPRTOTORJAEHIN pacTeopn ana uudysuil
Cade Praduct Balch Analysis Manufacturing date  Expiry Date  Quantily Duslinalion
01667352 NEOTON 1g powder 21228 17710/2019 0972019 09/2022 29.205 RUSSIA
for solution for Infusion
Mokasnres Hopmul EHOHHILULE HIMEPEHTLA Pesynurarhl
Analysis Limits unit of measure Result
MUH [ min.) make {max)
Onucanue Benbiil rpaHyNMpoBaHHbLIR NOPOLWOK CooTvsercreyer
APPEARANCE White granulated powder Complies
WASHTUGUKAUKA KpeaTul PacTBsop CTaHOBUTGH KRACHLIM CoorBeTcrByeTr
IDENT.CREATINE Solution turns red Complies
UAEHTHDURALMA KPOBTHH PacTBop CTaHOBUTCH CHHMM CoorsercrByeTr
IDENT. PHOSPHORUS Solution turns blue Complies
HACHTADUHALUA HATPUA ¥entobiit ugeTr CoorsercieyeT
IDENT. SODIUM Yellow color Complies
CpefHAA Macca CoOaepKuMoro
naxkoHa 1220 1510 mr 1309
AVERAGE WEIGHT 1220 1510 mg | 1308
OTIKNOHEHWE Beca CoOTBETCTBYET poccuitckoi dapmakonee Coormertcrayer
WEIGHT DEVIATION Complies with Russian Ph. Complies
pH 8.0 9.0 8.4
KonwuecTecHHOe QnpegeneHve
Bocthokpearusa (UY) 850 1100 mrihnakos 995
CREATINE PHOSPHATE SODIUM
SALT (UV) 950 1100 mg/vial 995
Konwuecraenroe onpegeneHus
®ocdrokpearnna (HPLC) 950 1100 MrichnakoH 986
CREATINE PHOSPHATE SODIUM :
SALT (HPLC) 950 1100 mg/vial | 986
BOALI 22 25 % 24
WATER 22 25 % 24
CrepunslocTh HdonxeH BbiTk cTEPUNBHBIM | CooraeTtcrayeT
STERILITY Sterile | Complies
bakrepuanbHbie IHAOTOKCUHK] £ 0.043 E3! mr | <0.025
CTERIALENDOTOXING CS0.043 EU/mg _ 1 <g.025
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"B Kapno Tpeuua
yallty Control Manager
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ALFASIGMA #

Kontpoans naveersa- cepruturar awanuwsa Na: 201907464
Quality Control - Cartificate of analysis Nr: 201807464

Kop Tpoayxr Cepim Jato anannza  data npoussoacren Cogen an Kos-no Jucrpbrimimin
01667352 HeoTou Irnopowor 21228 17/10/2019 09/2019 0972022 29.205 Poccun
AUNPUrOTORIERIN pacTBoPa AnNa nudysuii
Code Produc! Batch Analysis Manufacturing date  Expiry Date  Quantily Destinalion
01867352 NEOTON 1g powder 21228 17/10/2019 0972019 09/2022 29,205 RUSSIA
for solution for Infusion
MNokaaarean Hopme! EMNHIUBI HIMEPEHIL Pesynurate
Analysis Limits unit of measure Result
MUH  { min.) maxe (max)
Onucanue Benbii rpaHynuMpoBaHHLI Nopowoy Coorsercrayer
APPEARANCE White granulated powder Complies
naeHTHgUKauMn kpeaTun PacTaop cTaHOBHTCA KPACHLIM Coorsercrayer
IDENT.CREATINE Solution turns red Complles
MASHTUUHALUA KPCaTUH PacTBOp CTAaHOBUTCA CUHNM Coorsercrayer
IDENT. PHOSPHORUS Solution turns biue Complies
vaeHTAhHIaUKA HaTpUA WenTeili yBer CoorseTcTByer
IDENT SODIUM Yellow color Complies
Cpeanna mMacca cOOepPIMMOTO
drakoHa 1220 1610 mr 1308
AVERAGE WEIGHT 1220 1510 mg 1309
OTINOHEHKME BECA CooTBeTCTBYET POCCHACKOR thapmakonee CoorBeTcTBYET
WEIGHT DEVIATION Complies with Russian Ph. Complies
pH 8.0 9.0 8.4
KonuyecroenHoe onpeaenexne
hocthokpearuna (UV) 950 1100 Mridrnakos 995
CREATINE PHOSPHATE SODIUM
SALT (UV) 50 1100 mglvial 995
KonuvecreeHHoe onpeaeneHue
WocoxpeaTnna (HPLC) 950 1100 mrigpnakon 986
CREATINE PHOSPHATE SODIUM
SALT (HPLC} 950 1100 mg/vial | 986
Hoibl 22 25 % 24
WATER 22 25 % | 24
CTepuneHOCTL AonxeH BhiTk CTEPUNbLHLIM . CooTBeTCTRYET
STERILITY | Sterile Complies
BakropuanbHbie 3HAOTOKCUHDI £0.043 E3/ mr | < 0.025
BACTERIAL ENDOTOXINS o  S0.043 EUlng | < 0,025

nte

Liogrsepxgan

APPROVED

v b’,meﬂa KOHTPONA Havecrsa
H=p Kapno Tpeyua

ality. Control Manager
= B’J’r _—;C.--.Trez;a




%Mmmmnwmommmmmmwmm”ﬂ
~ POCCHHCKOMN ®EAEPALIM

i Pesua:pauuaﬂﬂaexgocronap#une :
: ;wnapcrsemmm _uptnapﬂ a s ue;munamcw prlmweum{

S e {Houep pemc'rpauuonuoro y.uoc*roaepeuux NIEKApPCTBEHHOTO npeﬂapm)
E
Ham OBAHUE | m‘mm (nmuem-ua) Anbacurma C;-n.AA; Mranus
ptrucrpaaua}moro yxowonepmua - ; et
Alfasigma Sp.A.
RAPSTELHAVIO upmapan SR

L ALPES MECTORAXOKACHHS Aepaatenn

- (B121E/1b12) PETHCTPAUHONHOTO Y10CTOBEPEHHS Via E. Fermi 1, 65020 Alanno (Pescara), ltaly
!Kap‘."l‘ﬁﬁﬂlﬁﬂ’o npenaprrn ] Lo

) Jlata rwyaammuuon perucTpaunu T
- SERADCTBERIOTD penapaTa 11,200

e

Cpok 1¢HieTERS PErHCTPAHOHHOTO Geccpouro
= AOCTOREPEHEN JCKAPCTBCHHOTO npenapara

S JlaTa ERecerin HIMEHEHHIT B PETHCTPAUHOHHOE
VAOCTCBEPCEEE JIEKAPCTBEHHOTO NPenapara : 39.07.2019
(2873 JuMeAsl PErHCTPALLHONHOTO

© VAOCTOBEPCERN JAeKAPCTBEHHOTO NIPEnapara)

Widopmauis o 3aperucTpipoBaHHOM JICKapCTBEHHOM Npenapate:

Heoton

fMesmvu&pomce HENATCHTOBAHHOE, /N
p§mapenomut, HTH XHMHYECKOe | Docdokpearith

nopomox L5 IPHTOTOBACHIA PACTBOPA IR mrupyzuﬁ

Lr

;nopoumx 403 NPHIOTOBACHUA PACTBOPA A8 MHpY 3L, -
l r (¢pnakou} | rx 1/4 (nauxa xamuuﬁaa)

2 mnapcrsemmﬁ (popmbl B nepBHUROH i

. ynaKoaKe, KOJAHYECTRO NEPBHYHON YNAKOBKH B '

- morpeluy S/(LCKOH YNAKOBKE, KOMILIEKTHOCTE)

T

PeiEH 3T bl LOPMATHRHOH A0KYMEHTAIHN [1N014030/01-110111




Crpannua 2 peructpaumonnoro yaocroseperus Ne I[TN014030/01

[TIponsB0ICT ECHHBIC IVIDWAAKY, YHaCTBY OUIHE B IPOLUECCE NPOH3BOACTBA IEKAPCTREHNOTO
IMpenapats, © YKAIAHUEM CTaanil 1pon3IBOACTBA, HA3BAHHA B GAKTHUYECKHX alpecoB
| MECTOAALOMICHHA

[Tpowzsacumens (Bee emaduu npoussodemsa) Amspachrma C.iA., Hraams /
|Alfasigma S.p.A., laly

fVia E. Fermi [, 65020 Alanno (Pescara), Italy
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