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State Service ofUkraine on Medicires and Drugs Control
(SMDC) confirms the followingl

Manufacturer's name, rcgistered placg of business:

Limiterl Liability Company "VALARTIN
PHARMA''
08135, Kyiv region, Buchanskyi (Kyevo-

Sviatoshynsky) district, Chayky village, Grushevskogo

sffeet, building 60.

Name(s) of manufactudng site(s):

Limiteat Liability Company 'TVALARTIN
PHARMA''
Manufacturing site of active pharmaceutical
ingredients
Manufacturing site address:

08135, Kyiv region, Buchanskyi (Kyevo-

Sviatoshynsky) district' Chayky Yillage,

Grushevskogo street' building 58;
08135, Kyiv region, Buchanskyi (Kyevo-

Sviatoshynsky) district' Chayky village'
Grushevskogo street' building 60'

Manufacturing auihorization for medicinal products in
Ukraine from 29.04.2015 AE Ne 637438

Faoilities of above mentioned manufactuer are subj ect io
GMP inspedions at suitabla intervals in accordance with
th€ National cartification procedure.

From the knowledge gained during inspection of this

manufacturer. the latest ofwhich was conducted on

13,0s.202 4 - 17.05.202 4
it is considered that it complies with the Good

Manufactudng Practice requirements refencd to in the:
Gtjde 42-4.0:2020

"Medicinal Droducts. Good manufacturing praotice"

{ipxarna cJyx6a yKpalslr 3 JriKapcr'Knx 3aco6iB Ta

rcotttpoa* sa nuprorll<auu @epx.nircu)'rr6a) 3acBiaqy€:

HafiMenyBaEst Bltpo6r -fi4 MicqesEaxo.4xelfis:

ToBapHcrBo 3 o6MexeHoro Bi,{[oBiaanbHicrlo

' 'BAJIAPTIII @APMAII
08135, I&r'rbcrra o6racrb, EyqaHcBKrifi (K eBo-

Crffoururcrrrd) paftoH, ceno qaiKlt Bynl4s
fpymercsroro, 6yanror 60'

Ha.deuyrarue rr.rpo6suqoi([x) Ain6slrqi(u6):

ToBapncrBo 3 o6MexeHoro Bia[oBiaanLHicrlo

''BAJIAPTIH OAPMA''

Qaprvraqearuvnux inrpe.uienrie
Micqe flpoBa.qxeust aitrIbgocri:
08135, Kui'gcr'ra o6Jacrb' EyqaHcl,Klrtr (KrieBo-

CBqrourr.rHcbKut) pafioH' ceJo qafiKH' ByrHus
Ipyrueec*oro, 6yallnott 58;
08135, KITIBCbI€ o6racrb, Ey'IaHcHcufi (Kueno-

Cnarouruuclrclrft) pafiox' ceno IlafiKll' Bynnuq

fpyuleBcbKoro, 6yaltHoIt 60.

Jliqer$ir rra nupo6rmrrrro fixapclrro< 3aco6iB B

Yrpaiui gia 29.04.2015 cepia AE Ne 637438

Micqe aupo6uru$aa oucreMarr+Iuo IrpoxoAl{rb

incnerrysauqt gi scraHoslesob [epioAuquicrro Ha

gianosiaHicu slrMoraM CMP 3daHo 3i Bc-raHoMeHItM

noprAKoM,

3a p$ylETaraMn iucnerrylaulrx q6oro B[po6HItr(4

ocrasne 3 tKnx 6yro npoBeaeHe

13.0 s.2 02 4 - 17.05.2024
BqraHoBJIeHo, uto sitl si,qnosiaae BfiMoraM Harexgoi
rapo6nruoi nparcrurl,I, 3rBHaqetrliM B:

Haflaqoui CT-H MO3Y 42'4.0:2020
"Jli(apcBd 3aco6[, HanexEa Bapoosltqa [paKnt(a'',

"((.#-ffi
AepxaBHa cnyxba Y 3acoOiB Ta

KoHTpOnrc 3a

A,qpeca: npocrem FepegletcE(la4l20-A M. KI'IIB, yKpaih4

03115
Tetr.: +38(044) 422-5 5 -'l 7

A at<ct +3 8(0 4 4) 422 - 5 5 -'7'7
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CERTIFICATE OF GMP COMPLIANCE

CrpoK ail ao: // Valid till:
r7.05.2027



rqo BiAnoBiAaIorE BnMofaM HaJIexHoi npaKruKl{ flpl{

""po6nrnt$gi 
i rorrrpo To*i .- C,19"K

.titpoOitt*r*a Qapvauertrvruo< iHoneft{itr (PIC/S)'

*oJ*""* eC 
- ra pexor'lertaauitM Bcecairnroi

oplnisaqii oxoponu :.uopor'l ai4nocuo npoayxuii' uro

ti*rut"r" 4ru roprieri Ta aldpti6yqii B Kpai'Hi
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*trt"h tt hr""ttt^tl with the requirements of Good

p.ucil""r in the manufaohre an! quah.? t:lo9l 11.f:
Fnarmaceuticat Inspection convention/co-operation

iof."*" fpfClSl, EU Directives, and World Health

oie*i^tion t"";*.endations in respect ofproducts to be

soE or distributed within the county of origin or to be

exported.

This certificate reflects the status ofthe manufacturing site

ai the-time ofthe inspeotion noted aboYe and should not be

i"ti"O upon to t"nuit the complianoe status if more than 3

years hive elapsed sinoe th€ date ofthat inspection'

This certifioate includes the Parts 1, 2 and Annox'

Tire authenticity ofthis certificate may be verified with the
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SUBSTANCES
A.tiwc Sllhsirnce:

41, Ma."fa"t"t- of Acttte Substance by Chemical

Svnthesis
213. Salt formation / Purification steps: recrystalllzatron

t < .:an.ral Finirhins SteDs

7Jf . Fyst*t pro""ssing steps (filtration' drying'

sinding, averaging)

2.6. QualitY Control Testing

2.61. Physical / c!9!qi94!19!!l!g--
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