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AEKJIAPAITAST O COOTBETCTBHHA

JEKJIAPAHT, IPHHAMAIONIAN JEKJIAPAITHIO O COOTBETCTBHH

AO "OPOE"

Caedenus o pezucmpayuu opzawusayuu; Mesicpaiionnan urcnexkyus Pedepanvroii nanozoeoi eyt No 46 no
2. Mocxee 01.01.2008, OI'PH 1027739451410, dama npuceoenus OI'PH 24.10.2002.

Adpec: 117556, 2. Mockea, yn Ppyxmosas, 0. 3-A, kam. lIpaenenun. Tenegon: 8(495)234-04-01.

B nuye: I'enepanorvi oupexmop banecmpunu 4,

Hosepennoe auyo: berozrasos O.P., dosepenrocme Ne 8 om 08.01.2019

JASIBJIAET, UTO

nexapcmaennoe cpedemeo: Heomow, nopowox ons npuzomoenernus pacmeopa Ons ungysuii 1 2, gnaxonst (4),
navxu kapmonnwie, PY Ne IT N0I14030/01 om 24.11.2008 (dama 3amenw: 29.07.2019), cepur 21120, napmus
4938 ynaxosox, 200en oo 01.08.2022, npouseodcmea Ansghacuzma C.n.A., Hmanun, Alfasigma S.p.A., Via E.
Fermi 1, 65020 Alanno (Pescara), Italy, xoo OKIT[2 21.20.10.141, koo TH B3] 3004900002, xonmpaxm N
10/PHL/2010 om 22.01.2010, unsoiic Ne 19-078 om 15.10.2019

COOTBETCTBYET TPEEOBAHUSIM

IT1 N014030/01-110111 usm. Me 1-6

JEKJIAPALIASA MTPUHATA HA OCHOBAHMH

npomoxon ucnumanuii Ne 19-006616 om 23.10.2019 000 "HLUIC "Buomexnono2un”, ammecmam
axxpedumayuu RA.RU.21 OMO4, Cepmugpuxam POCC IT. ®M08.C51893 om 23.10.2019

JATA TIPHHSTAS JEKJIAPAY(AH 23,10.2019 Vey N\ |
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OPT'AH IO CEPTH!DHKAIW 3APETHCTPHPOBABIIHHA ,[[EKJIAPA[IHIO '
ICTE DTB{!M‘IEHHOH

adpec opzanwsayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, 3m ! aépec \Op2ana no
cepmughuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoga, O, (49! )788-02-88, aeb-
caiim: oykk.pgh. . A
JEKJIAPAIIMSA O COOTBETCTBHH 3APETHCTPHPO M POCC RU 41T, QMO&AJIS.?WIP
JIATA PETHCTPALIAH 23.10.2019 %, o. /4
ML -
ORpymadit ) 33 | ;_!” 74 Dunenxo UB.
apeai no jaf noAnHch Pyxosoantens OC

L cepmudrukayiu




ALFASIGMA

Kotrrpoas kavecraa~ ceprinpuscar ananusa Ne: 201907270
Quality Contral - Certificate of analysls Nr: 201807270

Kon Npoxywr Cepun  [avasuanman  [Java nposnsenctas logen no Ros-so Huerpbeionun
01667352 Heorow Ir mopowox 21120 09/1022019 0872019 08/2022 25.795 Poceuna
ARg NPUCOTORNEANA NACTROPA ANA nmpfssm _
Code Product Batch  Analysis Manufacluringdate  Expiry Date  Quantity Destination
01867362 NEOTON 1g powder 21120  09/10/2619 08/2019 0872022 25.795 RUSSIA
for solutton for infusion
Tokaaarenn Hopmst €AHHHLI HIMEDEHUA Peaynuratel
Analysis Limits unit of measure Result
MuH (min.) maxc(max)
OnucaHue Berktil rpanyAUpPOBaKHLIH NOPOWOK CooTBetcrayer
APPEARANCE White grenulated powder Complies
MASHTHIIMKELNS KPOBTUH PatTBOp CTAHOBUTCH KPacHbLIM CooTeeTcTByeT
IDENT.CREATINE Solution turns red Complies
HABHTHPMKELUS KPeaTUH PacTsop CTAHOBUTCA CHHUM CoorsercTeyer
IDENT. PHOSPHORUS Solution turns blue Complies
MABHTIPHKALMA HATPUA Kenrtoiih yser CoorsercTRyeT
IDENT, SODIUM Yellow color Complies
Ans
CpeAHAR Macca COASPIKRMOTO ceptudukaTos
©nakona 1220 1510 = | | 1312
AVERAGE WEIGHT 1220 1510 o™ | 1312
OTKNOHEHNe Beca Cooreercrayer poccuiickol ha \ { | cooTeercrayer
WEIGHT DEVIATION Complies with Russian Ph, ; : i | Complies
pH 3.0 8.0 | 8.2
KonwvecTEeHHoe onpeaenenne
®ocdoxpearuna (UV) 950 1100 1009
CREATINE PHOSPHATE SODIUM
SALT (UV) 850 1100 1009
Konuyecteennoe onpeaenenue
®octporpeatuna (HPLC) 950 1100 1006
CREATINE PHOSPHATE SODIUM
SALT (HPLC) 950 1100 1006
BOALI 22 25 23
WATER 22 25 23
CrepUnbHOCTS AormxeH BbITk CTEePUNbHKIM CoorBeercraysT
STERILITY Sterile Complies
Bakrepuanblibie 3HAOTOKEUHbI $0.043 <0.025
BACTERIAL ENDOTOXINS <0.043 <0.025
Note:
Havanshuk oragha konTpons kavecrsa
A-p Kepno Tpeuua
Nogreepxparo e .%'Tn'lt'rr:g: e
APPROVED -
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MHUCTEPCTBO 3IPABOOXPAHEHHA
: mcqmictmﬁ q)'EJ;E_PA_I_.m;; ;

Aanaacuma 'C mA., HTanul
Atfaslgma 8. p.A _

Via E. Fermi 1, 65020 Alann&{?e‘scéfa).uaiy

24.11.2008

Geccpouto

29.07.201%
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CrpanuLa 2 perucTpalHOHHOTO Y0CTOBEPEHHA Ne ITN014030/01

Mpou3BoACcTEEHHBIE AOWAJKH, YHACTBYIOUIHE B NIpolecce NPOH3IBOACTEA JICKAPCTREHHOIO
NpenapaTs, ¢ yKalaHueM CTaanii NpOH3BOACTBA, HABAHHI B PAKTHYCCKHX ANpecoB.
| MECTOHAXOWACHHS

[Ipouzsocumens (Bee cmaduu npoussodcmsa) :A:md)acurma C.nA., Hranns /

{Alfasigma S.p.A., haly
Via E. Fermi 1, 65020 Alanno (Pescara), Italy oxpg

Crarc-ceKperaph - 3aMecTHTe b ‘A.B. KocreHHHKOB

Munucrpa




