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Ne 2000514-3n2001635 om 22.06.2020

NOATBEPXAOEH!
cepuMu/NapTuK NeKapcTBEHHOro npe:
TpeBoBaHMSAM, YCTAHOBMEHHbLIM fi|

AkumoHepHoe obuwectso «OPDE» (117556, r. Mocks a. 3a, KoM

1027739451410) noarsepxaaer, YTo NEeKapCTBEHHLI!

Toproeoe HauMeHoBaHue,
nekapcTBeHHas ¢opma,
[03MPOBKA, HOPMa BbiNycKa

HeomoH, nopo!
gnakoHs! (4), 1

Ha OCHOBAaHWM!
ceprudmkara aHanuaa npovasoautena Ne 2020031
GMP Compliance Certificate N2 6/ om 18.05.2020

aHanusa [OoKyMeHTauwu Ha noctasnaembird 1 w
«Ynakoeka», «Mapkuposka»

COOTBETCTBYET TpebOBaHWAM, YCTAHOBMNEHHbIM
pewexve 0 BBOAE NEKapCTBEHHOro npenapara
Penepaymu.

CooTteeTcTBME NOATBEPXKAEHO,

HavanbHuk oTaena cepTudmKkaymm
Paapeliaercs 8Boj B rpamaﬂcxuﬁ_oﬁopor.
HauaneHuk oTAEeNa KadecTea

ORFE AOD

ul. Kantemirovskaya 58
115477 Moscow, Russia

Tel: +7 (495) 2340401/03
Fax: +7 (495) 2349798

MHH gocchokpeamuH

Cepwus 20998 [ara Bbinycka

PY 1 N0O14030/01 om 24.11.2008 VT INGT4
(8ama ohopmneHus 29.07.2019)
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AOBEPEHHOCTD

AkumnoHepHoe obujectBo «OPPE» 8 nuue MeHepanbHoro aupexkTopa ATtnuo BanecTpuHW, ASHCTBYIOWEro Ha ocHoBaHuu Ycrasa, AoBepseT
noANMckIBaTL JOKYMEHTbI, 0bopMAseMbie B OTAENE NPOAAXK (CHET, cHeT-daKTypa, HakNaHaR, NPUIOKEHWE K HAKNAAHOM, NPOTOKOAN COrNacoBaHWA LieH,

aKT NpueMa-nepesavu), cneayowmMM CoTpYAHUKaM:

Nt E W N

Mognuen Watanuroi B.®,
YepHeix H.A.
MuxuHoit T.K, -
3bikosa B.A.

Eropoea E.W.

Cysopwkosa M.B.

Nywesrosa O.A. %
Namrosa AA. 2‘44/

YAOCTOBEPAEM,
JNoseperHocTs AeilcTBUTeNbHa Ao 31.12,.2020 T,

eHepanbHbIid gUpeKTop

lnaeHbIl Byxrantep

LLlaTanuHoit BaneHTuHe ®ununnosHe - 3aseaytolleil anTe4HbIM CKNaA0M-NPOBUIOPY;

YepHbix HaTanum AnekcaHOpOBHE = 3aMECTHTEII0 3aBeAYIOLLEH aNTEYHbIM CKNAA0M, 3aBEAYIOULER NPUEMHBIM OTAEN0M-NPOBHU3OPY;

MuxrHoi TaTesHe KapnosHe - 3aMeCTUTENI0 HavalbH1Ka OTAeNa NPoaAX;

3bikoBy Bauecnasy AnexcaHaposuuy - KOOPAUHATOPY MO CKNAACKON IOMMCTUKE-CNEUUanUCcTy NPUEMHOro oTAenNa;
Eroposy EsreHuio Wropesuyy - KOOpAWHATOPY NO CKNAAACKOW NOMMCTUKE-CNELNMANUCTY NPUEMHOrO OTAeNa;
Cysopukosy Muxawny Bragumuposudy - 3aseqyouiemMy 0TAE/N0M TAMOMKEHHOO XPaHeHUs;

Nyxesuosy OMUTpUlo AnekcaHapoBUMy - KOOPAWHATOPY CKNAACKONW NOMMCTMKK OTAENA TAMOMXKEHHOrO XpaHeHUS;
JNlamkosy Angpelo AHApeeBuYy - KOQPAUHATOPY CKNAACKOA NOMMCTUKU OTAeNa TAMOXKEHHOMO XpaHeH!A.

ATtTunno banecTpunn

E.H. CeméHbivesa

ORFE AO

ul, Kantemirovskaya 58 Tel: +7 (495) 2340401/03
116477 Moscow, Russia Fax: +7 (495) 2349798

A partner of

T e

orfeac@orfe.ru
www.orfe.ru



ALFASIGMA Y

Konrposb kauecraa- cepruuraTt anaunaa Ne: 202003188
Quality Control - Cerlificate of analysis Nr: 202003188

Kon Iponykr Cepus Hara auaausa  Jlata npouisoacrsa Topen a0 Kosi-po Hucrpbsiouun
01667352 Heorom, nopowioxk ans 20998  15/05/2020 08/2019 08/2022 24,368 Poccun
MpUroTOBACHIN PACT-
Bopa aan undyauii, Ir
(paaxon) 1 rx 4 (navxa
KapTOHIAs)
Cade Product Batch Analysls Manufacturing date  Expiry Date Quantity = Destination
01667352 NEOTON, powder for 20998 15/05/2020 08/2019 08/2022 24.368 RUSSIA
solution for infusion Ig
(vial) 1 g x 4 (carton box)
[Moxasareni Hopmbt SIHHULbL H3MEPCHHA PesyneTaTst
Analysis Limits unit of measure Result
MUH (min.) maxc(max)
OnucaHue Mopowok Genoro yBeTa & ayvae rpanyn Nopowok Genoro UBeTa B BUAE
APPEARANCE White granulated powder rpadyn
White granulated powder
MoAnUHHOCTE
Identification
Kpeatun KpacHoe okpawnBalue pacTeopa KpacHoe okpauwuBaHue pacreopa
CREATINE Solution turns red Solution turns red
Mocdop TonyBoe okpalwMBaHue pacTeopa lonyGoe okpawiMBaHMe pacTaopa
PHOSPHORUS Solution turns blue Solution turns blue
Hatpui Kenrvoe okpalinsaHune Jentoe OKpalMBaHUe
SODIUM Yellow color Yellow color
CpepnHas Macca cofepxumoro
thnakoHa 1220 1510 Mr 1331
AVERAGE WEIGHT 1220 1510 mg 1331

OTKNOHEHKE OT CPeAHeR
Macchbl
WEIGHT DEVIATION

LiBeTHOCTE
COLOR INTENSITY

Mpo3payHocTb
CLARITY

MexaHHyeckue BKIIOYEHUA
BuanMbie YacTHLbl

PARTICULATE MATTER
Visible particles

18/20 £ 10 %, 2/120 dnakcioe £ 20 %
18120 £ 10 %, 2/20 vials £ 20 %

Pactsop npenapara gonxeH Bbith
GecuBeTHLIM WK BhifepKHUBATb
cpaBHeHWe C 3TaNOHOM useTHoCTH Bs
Product solution should be cclorless or
comparable to the color reference standard
Bs

Pacteop npenapara Aon:« 1 Chilh
Npo3payHbIM UNK BbIZED 1HaTh
cpasHeHue C STANOHOM |

Product solution should be clcar or
comparable to the reference standard |

LonkHbl OTCYTCTBOBATE |14
BU3YanbHOM KOHTpOne

Should be absent at visuz

201200T-14%no+1,8%
20/20 Froam~14%to+1.8%

PacrBop npenapara 6ecuBeTHbIR
Product solution s colorless
PacTsop npenapara npo3pavHblit

Product solution is clear

OrcyTCcTBOBYIOT NPU BU3YANLHOM
KoHTpone

Absent at visual control

MeHepxep

o Konrtponio Kauecrea

O-p K. Tpeyua
Quality Coptrol Manager

Moarveepxaak Dr. C. Trezza

APPROVED

2 h oS 1r2e

P./C.1offua b

YrnonHoMo4eHHoe Tl
A-p B. e F'peropuo
Qualified Person

Dr. B. Da Gregorio
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ALFASIGMA*

Kontponn kauecTpa- cepTudukaTt ananuia Xe: 202003188
Quality Control - Certificate of analysis Nr: 202003188

Kon HMpoaykr Cepnsn Jata anaansa  JIaTa npousBogcTBa
01667352 Heoton, nopowok anst 20998  15/05/2020 08/201%
NMPHTOTOBJENIS PACT-
BOpa aas wHgysuii, Ir
(pmaxon) 1 rx 4 (nauxa
KapTOHHAS)
Code Product Batch Analysis Manufacturing date
01667352 NEOTON, powder for 20998 15/05/2020 08/2019
solution for infusion 1g
(vial) 1 g x 4 (carton box)
HeBugumMbie YacTrLbL:
Yactuupl 2 10 Mkm He Gonee 6000/gnakox
HacTulbl 2 25 MKM He Gonee 600/dnakoH
Non-visible particles
Particles 2 10 pm Not more than 6000/vial
Particles = 25 ym Not more than 600/vial
pH . 8,0 9,0

Bpewms pacTBopeHuA
DISSOLUTION TIME

MNocTopoHHMe npuUMecH
Kpeartun

KpeaTuuuH
DocdoKpeaTuHuH
EauHWYHan Hou3BecTHan
ApUMeCh, Kaxaas
Cymma npumeceit

1 r nopoliKa AOMKEH pacTsopu-
Thes B 50 Mn pacTBopuTens

3a 60 cex

1 g of powder should dissolve

in 50 ml of diluent within 60 s

He 6onee 1,0 %
He Gonee 0,5 %
He Bonee 1,5 %

He Bonee 0,2 %
He Bonee 5,0 %

ceK

I"onen xo
08/2022

Expiry Date
08/2022

Huctpbniouwns
Poccua

Kan-po
24.368

Destination
RUSSIA

Quantity
24.368

48 /hnakon
2 IthnakoH

48 Jvial
2 Ivial

8,1

CoorBeTcTayeT
Complies

0,08

0,01

0,0

0,02 (<MKO)*

IMPURITIES
Creatine not more than 1.0 % 0.08
Creatinine not more than 0.5 % 0.01
Phosphocreatinine not more than 1.5 % 0.0
Single unknown impurity, each not more than 0.2 % 0.02 (<LOQ)*
Sum of impurities not more than 5.0 % 0.1
OcTaTto4Hble OpraHKuvecKue
pacTBopuTeny (aLeToH) He Bonee 0,1 % 0,0 (<1O)**
Residual organic solvents
(acetone) not more than 0.1 % 0.0 (<LOD)**
Bopga 20 25 % | 25
WATER 20 25 % |25
CrepunbHoCTh Mpenapar gomkeH BbITe ¢TepUTNbHBIM Crepunen
STERILITY Praduct must be sterlle Sterile
BakrepuanbHble 3HLOTOKCUHbI $0,043 E3/ mr <0,025
BACTERIAL ENDOTOXINS £0.043 EU/mg <(0.025
Menemkep ngi(ourponm Kavectea ~ YnonHomo4eHHoe nuuo
A-p K. Tpey [-p B. fle M'peropuo
Quality Coptrol Manager Qualified Person
Moareepxaan Dr. B. De Gregorio
APPROVED o
V £ k@m [£.8). 20
PJC.2ofiua 5 ¥ /



ALFASIGMAY

Kontponb kaucersa- ceprudurar anaausa Ne: 202003188
Quality Control - Certificate of analysis Nr: 202003188

Kon Tpoaykr Cepun Hara amamna  Mars npoianoacrsa TCogen 4o Kon-po Aucrpliuiouun
01667352 Heoron, nopowox anst 20998  15/05/2020 08,2019 UB/2022 24.368 Pocens
NpUroToBJieHIa pacrT-
Bopa a8 undyanit, Ir
(paxon) 1 rx 4 (mauxa
KaPTOHHAST)
Code Product Batch Analysis Manulacluring date Expiry Date  Quantity Destination
01667352 NEOTON, powder for 20998 15/05/2020 08/2019 08/2022 24.368 RUSSIA
solution for infusion Ig
(vial) 1 g x 4 (carton box)
Konu4yecTteeHHoe onpegeneHne
Assay
Yd-cnekrpodoTomeTpun 950 1100 mMrigpnakon | 1040
UV spectrofotometry 950 1100 mglvial 1040
\
BIXX 950 1100 vridnakon | 9yl
HPLC 850 1100 mglvial 993
¥Ynakoska 1 r nopowka Bo nakorio refiTpanbHoro (1 F  mOpowKka Bo  ciakoHe
Packaging GecuseTHoro crexna vuna |l {(Esp.®) ¢ | HelTpanbHOro GecuBeTHOro
peauHoBo# npobkoit M anonknuessiM | cTexkna Tuna ll (EBp.®) ¢ pesunosoi
KONNa4yKkoM noa OBKaTKy c | ripoBKOR n anoMHHUeBbIM
oTpbiBalOWeRcA Kpblweskoi. 1 wnW 4 | Konnaykom  nog  ofkatky ¢
¢nakoHa [ MHCT L e no | 0TPLIBAIOWENRCHA  Kpblwleykoi. 4
NPUMEHeHMNIO B KAPTOHHO ! 114 4Ke. lt;,,-aauona C WHCTPyKuueli no
1 g of powder into a vial made of neutral | npuMeHEHNIO B KAPTOHHOW navke.
colorless type Wl glass (") with rubber [ 1 g of powder into a vial made of
stopper and crimped aluini 1o with flip- ! neutral colorless type Il glass (EP) with
off lid. 1 or 4 vials with the lcailct Inlo a ‘ rubber stopper and crimped aluminum
cardboard box. | cap with flip-off lid. 4 vials with the
| leciigt into a cardboard box.
MapkupoBka Ha PYCCKOM HA3bike (/ GTCA Ha Ha PYGCKOM s3blke (RyGnupyerca
Labelling aHrnuiAcKom) He aHIMUACKOM)
Ha atukertke dnakota v« i | Hi sTukeTre dhrakoHa ykazaHo:
TOProBo8 M rPyRiMpoo: aaBaHWe | TuprOBOER W FPYNAMPOBOYMHOS
npenaparva, neKapovi: HOpMY, | HaioaHue npenapara,
AO03MPOBKY, Ha3Ban#e DiaHne | nenapcTBeHHas copma,
aKTMBHOrO BewecTea B ¢ cnoco6 | [joiupoBKa, Ha3BaHwe 4
BBegeHun, «Crepunbho AAenbUa | co/epKaHue aKTUBHOIO BeulecTsa
PY, crtpany, norotw ~x0  Ha © chnakoHe, cnocob6 BBeAeHus,
AHITNIMACKOM A3BIKE), HO - ,fofed | «CUiepunbHo»,  Bnagensy  PY,
A0; [ONYCKAaTCH HiHeos CHHOTO | L AaHd,  noroTun {Tonbuo Ha
unu  uudgposerc CHHO- | @1 MACKOM A3bIKE), HOMEp Cepuuy,
uudpoBoro  TexiiL W | foLeH 40; ABYMEPHLIA MaTPU4HbIH
ABYMEPHOTO Matp itiic . ‘ (M XKOA.
Ha kapronHoi na‘i e yia . | H OHHOW NAYKe yKa3aHo:
TOprosoe W rpyniipos padMe | 7o ros0e M FPYRNWPOBOYHOE
npenapara, neKapcTo: LOPMY, | HasaHue npenapara,
NO3WPOBKY, Hazb:n [AHWE | 1o capcTBeHHan tdopma,
ACHCTBYHOLEro Be s IKOHe, WpoBKa, Ha3BaHue ]
KonuyecTeo hra BKeE, CpKaHue AeACTBYHOWero
Hapnucu «Crepi ans ccTea B 1 thnaxoHe,
BHY TPMBEHHOTIO tin, 14ecTBO (PNAKOHOB B ynaKoske,
Menegkep no Kontponw Kaveo oa (HOMOMEHHOe Lo
) . e peropuo
wuiled Person
MopTeepxpaato i. e Gregorio
APPROVED -
"l‘-:"f’:‘..ﬁy;‘o /2.0 080
P.JC.30flua b /




ALFASIGMA

Konutponn kavecrna- cepriducar anannsa Ne: 202003188
Quality Control - Certificate of analysis Nr: 202003188

Kop, Mpoaywr Cepuin Jata annanaa  Jlara opoussojcina
01667352 Heoron, nopowoe gnst 20998  15/05/2020 08/2019
NPRIrOTOBJACHNA pac'r—
sopa as mudysuil, Ir
(paaxon) 1 rx 4 (nawia
KAPTOHHAST)
Code Product Balch Analysis Manufacturing date
01667352 NEOTON, powder for 20998 15/05/2020 08/2019
solution for infusion Ig
(vial) 1 g x 4 (carton box)
npeaynpeaureNbHbie Hannueu
(«XpaHUTb B HOAOCTYNMHOM ANA Aevedh
mecTten, «llepen  ucnonuaoBaruem
npenapara 03HAKOMBTECH c
WUHCTPYKLM B no npuMeHeHUuIon},
YCNOBMA OTNYCKa, YC/ioouaA XpaHeHus,
HasBaHue W azpec Bnagensuz FPY,
NOroTHn (TONbKO Ha aHITIMACKOM A3bIKe),
PerucTPaUUoOHHbIA HomMep (TONBKO Ha
PYCCKOM S3bIKe), HOMEP Ccepuu, AaTy
BhiNycKka, TOAEBH  Ji0, TP -KOL,
AONYCKAGTCA HAHECeHWe OyKUuIIHOIO
(OyKBeHHDIX), Wi L poBOro
(unppoBbIx), ulanu Oy Kt 2HHO-
yucpposoroe (BykBaHiio-L G poabkIx),
Wunyu ABYMEPHOro Marpuyioic Koga
wianu cpeacrs AeHTHG M ALMM
(cepuanusavumn).
Printed on the vial label:
Trade name, group nai- ph itical
form, dosage, active s :lo d its
content per vial, methoo o tion,
“Sterile”"; MA holder, i i {in
English only) logo; bal SXpiry
date; it is allowed to pri tal or
word-digital technical co: natrix
code.
Printed on the cardbo:
Trade and group nan
form, dosage, aclive (s
content per vial, nu per
package, "Sterile" an ous
administration only”, w= ut of
reach of children®, "Re: fore
use"), supply in retail, - j lions,
MA holder, its address, county cd (in
English only) logo; 1« imber (in
Russian only), batch | n
date, expiry date and d
to print word andfor i
digital andfor data
identification (serializa
Menemiep ng Kontponio Kauecr:
Moarsepxaaw
APPROVED

P./C. 4 ofin3 §

Tomen no Kon-so Hucrplniowisn
08/2022 24,368 Poceus
Expiry Date  Quantity Destination
08/2022 24.368 RUSSIA

Hagnucu «CrepunbHo»2, «TonbKo
Ansi BHYTPUMBEHHOTO BBEAGHMAY,
npeaynpeauTenbHble Hagnucu
(«XpaHuTs B HeAOCTYNHOM [AnA
neren MecTen, «epen
WCNONb30BaAHUEM npenapara
03HaKOMbTECh C MHCTPYKUMeR no
npriMEeHeHnIon), YCNOBMA OTNYCKA,
ycnoaua XpaHeHWH, HalBaHWe M
agpec wsnagenbua PY, norotun
(TolibKO Ha AHrNMWACKOM HR3blke),
pericTpauMoHHBIA HOMep (Tonbko
Ha pyccHoM A3biKe), HOMep cepum,
AdTd Bbinycka, rogeH no, Wrpux-
ko4, OykBeHHO-UM(POBOH KoA.
Printed on the vial label:
Trade name, group name,
pharmaceutical form, dosage, active
substance and its content per vial,
method of administration, "Sterile”; MA
hoider, its country and (In English only)
loge; balch number, expiry date; data
malrix code.
Printed on th box;

de and group name,
phanmaceutical form, dosage, aclive

bstunce and Its content per vial,
nurioer of vials per package, “Sterile”
inlravenous administration
only’, wainings ("Keep out of reach of
chiwien’, "Read the “leaflet before
supply im0 retall, storage
chiditions, MA holder, its address,
cunty and (in English only) logo;
~siration number (in Russlan only),
i nuinoer, production date, expiry
| Lur cade; word-digital code

oD O0OCc

7~

JOMeHHO® NUMLUO
'peropuo

; Person

Gregorio
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ALFASIGMA*i

Koutpons kauectna- cepriudurar anama Ne; 202003188
Quality Control - Certificate of analysis Nr: 202003188

Kop Mpopyser Cepun Hata auaanaa
01667352 Heoron, mopoiuor gasn 20998  15/05/2020
HpHTOTOBEHNA PACT-
Bopa aas uudgryandi, Ir
(dhnakon) 1 r x 4 (nauxa
KAPTOHHAS)
Code Product Batch Analysis
01667352 NEOTON, powder for 20998 15/05/2020
solution for infusion 1g
(vial) 1 g x 4 (carion box)

XpaHeHue Mpu Temneparype He
Storage Store at a temperature !
Cpox rogHocTH 3rona
Shelt-life 3 years

Note:

* NKO -npeaen konuyecTeexHoro onpeaenenus (LOQ - |
** MO -npepen oGxapyxenun (LOD - limit of detection)

3ay Cucrem C
K OUC-®abEpu«-
KenrGo ®apmal

Mpoussogutens docporpearuna;

Zach Systermn S
X FIS Fabbrica ita
Kengbao Pharir

Phosphocrealine Manufacturer:

Cootsercreyer HA N N014030/01-110111, WUam. 1-6 / Co:

MpoussoauTens (Bce cTaaum npouasogctea) / Manufaciu
Anbdacurma C.n.A., Uranus / Alfasigma S.p.A., ltaly
Bua 3. ®epmu 1 65020 AnanHo (Meckapa), Uranus / Via

Menemxep no Kowtponio Kavecy::
A-p K. Tpfuua

MoaTeepxaaio
APPROVED

P.IC. 5 ofiua 5

Togen jo Kon-po Hucrpleiomns
08/2022 14,368 Pocenst

Expiry Datle  Quantity Destination
08/2022 24.368 RUSSIA

[pu vemnepatype He Belwe 30 °C
Store al a temperature below 30 °C

!;5;‘._@

Truk CunlAL, Wranua

ed

030/01-11011 4, Var, 1-6

inno (Pescara), italy

YiOiHemoYeHHO® NIHLO
Hep By e (peropuo
Qualified Person

Dr. B. De Gregorio

s / 4 -
,".‘.‘t':,-:{:/_; W [P 2720
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ALFASIGMA*

GMP COMPLIS |CATE
Product Name: NEOTON powd! or infusion, 1 g
HaumeHosaHue npenapara HEOTOH, nopotu JIeHKS pacTsopa Ana nHeysuik, 11
Importing Country RUSSIA
CrpaHa-umnoprtép Poceun
Product Code: 01667352
Kop npenapara
Package size and type: 1g(vial)ig>
Pazmep 1 TMN YNAKOBKY 1r{dnaron) 1~ iHan)
Quantity: 5544
Kon-so
Product Batch No.: 20988
Ne cepum npenapara
Manufacturing Date: 08/2012
[ara npoussoacrea
Expiry Date: 08/2022
lfogeH po

Product Analytical Certificate No.: 202003188
Ne cepTrduKaTa aHaIM3a NPOAYKTA

APl name: Phosphocrea!
Haumenosanne AGC Pocdorpeaiy

API Analytical Certificate No.:
Ne ceprudurara aHanuza AGC

Manufacturer APl Name: Zach System
HaumeHoBsaHue nponssogurens AQC FIS Fabbrica ! i S.p.A., italy
Kengba P! td, Korea
3ay Cucren
GUC-Pat viretniun CanA, Utanua
Kenrbo ©up, Jitp, Kopes
Manufacturer APl Address: Z.J.LaCrolx C Avrllle Cedex, France
Aapec npoussogutena AGC Viale Milant sntecchio Maggiore (VI), Italy
345-6 Silo! yi. nam-Do, 336-020,
Korea
ERIEN puitb Ceexe, @paHuma
Buase I y Wlagekuope (VI),
Uranus
ALFASIOMA 8p.A. Reglalered Offlce & Haadgus.to: y Manufscluring Planl
T gL e L
miat— ‘ mmail,  pame,

narmaceuticals with passion

R R v~ O R s



ALFASIGMAY

345-6 Cunox-flokr, Acan-Cu, YyHr4eowr Ham-fo, 336-020,

Kopesa

Manufacturer Name: ALFASIGMA S.p.A.

HaumeHoBaHWe npousBogUTENA Anbgacurma C.n.A,

Manufacturer Address: Via Enrlco Fermi 1, 565020 Alanino (PE) - ITALY

Appec npou3BogUTENA Bua 3Hpuko Pepmu 1, 65020 AnanHo (MNE) - UTANUA

Manufacturing License of Manufactur aM 10/2020 of 21,/01/2020

authorization No.: aM 10/2020 ot 31/01/2020

Homep nuueH3vn Ha NpoMaBOACTBO

NoCTaBlyKKa

Normative Document: ND P NO14030/01-110111, Vo1, 1-6

HopMmaTUBHbBIN BOKYMEHT HA N N014030/01 110111, 1, 1-6
| hereby certify that this batch of product has becn manufaciured, packed and tested at the above-
mentloned site In full compliance with the GMP rec 1o ments of the local Regulatary Authority and with
the specifications In the Marketing Authorization. / Hacroniiym noATBEp#@al0, 4TO AaHHaA CepuAa
npenapata 6bina U3roTOBAEHA, YNAKOBAHA W NPOTECTPOSAHA 11 BLIUYNOMAHYTON NAOLWAAKE B NOAHOM

COOTBETCTBMM C TpeGoBaHMAMK GMP MecTHoro pery
B Pa3pelleHnu Ha NPOAAMY.

VPYIOWETO ¢ prada v cneynguKkaumMamm, yKasaHHbiMu

The manufacturing protocol and the test protoco! roy ‘zned. [ MNpow3soacTBEHHLIA NpoTOKON
¥ NPOTOKO/I MCNBITAHMIA BOAKHBIM 06pa3oM nos e

In addition to the analytical results essential i1/ a5 the production conditlons and the
results of In-process-controls have been consicercc. / B o ieHue K pesynbratam aHanwsa Bbina
PaccmMOTpeHa BaXH3A WHHOPMAUMA, TaKan Ko | owa () SB0ACTBA W Pe3y/bTaTel KOHTPONA B

npotjecce NPOM3BOACTBA.

The review of the manufacturing documents = uments confirmed the conformity

of products with their specifications, Including 1/,
AOKYMEHTOB W NPOBEPOYHBIX AOKYMEHTOB NO/|
BKAIONAA KOHEYHYIO YMaKOBKY.

Compliance with the approval documents is =
NOATBEPHAEHO.

The batch was entered In the sequential reg!:
nocnenoaamnbuuﬁ PErnucTp i aKBUBanNeHTH

ging. / [lpokepra npoM3BOACTBEHHBIX
TEHE NPOAYKUMN KX CneyrduKaLmam,

[CTBME YTECPMAEHHBIM JOKYMEHTaM

locument. / Cepun Bbina BHeceHa B

The batch has been certified for release for s d Qualified Person, / Cepwa Guina
CepTHOUUMPOBaHE /1A BbINYCKA B NPOAANY HY YIONROMOHEHHBIM JIMLOM,
Qualified Person JAHOMOYEHHRE [IMY0
Dr. Bruno De Gregorlo bpyHo [le f peropuo
Slgnature/ﬂo.nnn_gh;ﬂ M e 2 0). Lo
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Pharmaraiitinale with naseinn



