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HAEPXJIIKCITYKBA
AEPKABHA CJIYIKEBA 3 JIKAPCBKHX 3ACOEUIB TA KOHTPOUIIO
3A HAPKOTUKAMMU V YEPHIBELLKIHN OBJACTI

BysT. lonoHa, 29, M, Yepniswi, 58008, 0-3 72-52-22-60 Ten./axc 0-372-55-39.93
e-mail: dls.cv@dls.gov.ua, Koy €IPIIOY 37032279

BHCHOBOK
Npo sIKICTH BBE3€HOr0 B Yxpainy sgikapeskoro 3acofy

06.05.2024 Ne 23552/24/24

POHOLIUT
(natiMenynanug JiKapCLKOro 3aco6y arifHo 3 peccTpauiftnmm NOCBIMEHHAM)
~PO3YHH opambHuii, 100 mr/mur; mo 10 myr Y baakoni; no 10 guaxonis Y Kaprounii kopo6ui
(dopma sunycxy, AOSYBaHHA, BUA NAKyBAKHS NikapChKoro 3acoby)

Homep peecrpaniinoro nocsizuenns UA/18790/01/01 CTPOX Zii peecTpauifinoro nocaigyenns 16.06.2026

Cepin nixapcskoro sacoy Ne 311101570 Kinbkicts BBesenoro nikapeskoro 3acoCy 18993

Bupo6unx YOPJII MEIULIAH UTAY CAH. BE TIJDK, A III., Typeyunna
: (naktMenysanns BUPOGHHKE NiKAPCHLKOro 3acoby, kpaina NOXOKEHHS)

Baeseno » Vipaity Tosapucreo 3 o6mesxenoro Bignosizaneuicrio «BJIYC DAPMAY,
inent. xon: 43821180

(waliMenysaung Ta Koz 3a €PTIOY OpHAHYHOT 0cobu abo NpisBHuLE, iM's, no Garhkosi Gisnuioi
0cdb¥ - ninnpuenmug, i micue TIpOXHMBAKHS Ta peecTpauiitpii HOMeEp 0BM1iK0BOT KAPTKM NiaT KA
nonarkis abo cepis ta HOMEp fiachopTa)

Hporoxon Bisyansnoro KoHTposo Big 26,03,2024 N 72/0/01.25-24/1,

JlaSoparopruit ananis sxocri Jikapcrkoro 3acoBy 3uilicHeHuit;

JlaGoparopis 3 KOHTPOIIIO AKOCTI JTiKapChKHX 3ac06in ToBapucTso 3 06Merxenoo BIIMOBiNANBHiCTIO
«[AI0OBPOBY T-JIIKHUJIAE (M. Kuis, By Hogropox-Cisepcska, Oyn. 3, uexuriopi pUMiIICHHS
92)

(naliMenyBanus Ta MicuesHaxomkenns naGoparopi, w0 nposena naboparopruii ananis AKOCTH)

BucHOBOK 0110 sikoCT] TKapCEKOro 3aco6y, Brnamil na6opatopiero ig 03.05.2024 Ne 492.24

Pesynbrary naboparopHoro aHanisy sxocri JiKapceKkoro 3acoby 3a mepesiperumu noxkasuukamu BIXHOBINAIOTY
BHMOTaM METOAIB KOHTPOMO sKoCT] (ananiTuuHO-HOpMaTHBHO] ROKyMeHTaujy).

3a  pesynbTaramu ACPKABHOrO  KOHTPOMIO BCTAHOBIIEHO, MmO JiKapchkui 390106 BBescHo B Ykpainy 3
AOTPHMaHHAM BUMOr 3aKOHOJaBCTRA HIOM0 3abe3reueHns skocti nj KaPChKHX A4
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Ponoyut p-H opan NQ311101570_Cropina__l.jpg

Manufuctured b WORLD MEDICINE 11¢ SANCVE THC, AN,
Location: 1§ Temmuz Mahallesi Cumi Yolu Caddesi
No:S¢ Gunesti BageilarIstanby, Turkey
License: TRATY 20 19120

Bupobaens: YOPAUMEANIIH FIAY CAIL BE 1, \.HIL
Micuc:nmxomlccmm: 15 Tenm Maxaraewi fLacavi Hn;n_\ ibkaeci
NeS0 Ionewni Bar ARRAAP/ACTandy . | Ypeuunmg

Mhinensiss TRy RIS T

CERTIFICATE OoF ANALYSIS No.40000033.420

CEPTH®IKAT 8k0C iy

Product name: RONOCIT

Huasea npodyxmy: POHOLINT

Pharmaceutical form, oral solution 10g mg/ml, 10 mi iy 4 Slacon; 10 flacons ogether vwith leafler
Package type and size: in a carton box

Hirapeora dropya, mun poswun opeiviuir 100 yo0 ML 00 10 5 v asonic e 1o Pricronic peon
ma posaip Ynakoery.: IHCmPYRYicn Oas Meduunooo Facmocysanns v Kapmonig KOPOOY

Dosage / potency: citicoline (ay citicoline sodium) 100 mg/mi

Hosa 7 cuna oir: uumuroainy (y dopyi Humuroainy nampito) 100 yi0/54

Registration certificate:

Pecempayiiine UA/18790/01/01

nocaiovery -
Batch no.:

Ne cepii:

Batch size:

Pozuip cepii:
Manufacture date:

31110157¢

19 048 pa ckages/vinaxoson

My NI _ 11.2023
Aama suposmapmeq:
Expiry date;
XPIry . 10.2028
Tepain npuoamnocni;:
TES?T i LiyIy : RESULY
T . e : i Py INIIT
—okanuu swoemi 7[ e —— Y B oy
Appearance I Clear, homogencous solution Conform
UM__MM\.,/Q@O AL 00nopicni po g Bromiion,
Identification i ‘l
1Ocumudpireayis
Citicoline Retention times of 1ain peaks which are obtained - Conform
L[umum;ziny from sample and standard solution clxrmmtngr;nns L Bionogioo
; Methyl parahydroxybenzoate | should be similar.
' Arlen11/.711(‘1/)03i()pw\*cuée//3()(1172_)«’ Yacu Yipusiysains ocnyoey INT Y
Propyl parahydroxybenzoate Apostaniospasti, ompuvanx 3 GUIPOOY 6000 |
Hpmzllrlrch)(la’ic)po;cc:zlﬁeuyc')ww«' posway - ma - cmandapmnoeo POSNURY. Maiomy,
Potassium sorbate L enignadanm,
i H

| Kanio copdam

Nominal volume Not less 10 ml mnl (1)
% ‘wﬂw)‘ﬂ\ He Menute 10, "’..._A._.M~m_,..Mw.m_._w__w . N
H — 607 e :
i Uniformity of dosage units  Acceptance  valpe AV should  meer the . Conform
(weight method) requirements, ] Max. 15.0, L.2: Max. 250 Bionosioa
C )(')1/0/)i(')nicmh Mpuwinisimme sHaveuns (A1 g GInOGId N !
O0306a11Y O GUMOLN,
M"WQMQ”L&!@L NNNNN
3 ;)‘il::::;d LO75-1.125 giml (o 109 gml v vy
...... -~«—._._.~__._M._._-._____,,_ = mw_ﬁmluw-m_m o ———————— 1 ,,..,.,,.‘.4_‘hmmm.’..N__...ﬁ-..—., G, S
Related substances
Cynpogioni Qoniutcu !
UDP-choline - Not more 0.2% e Disregard L
UDP-x04in L He Givtbie 0.2% M st 11
S'CMP Not more (.29 ) isregdrd-timi ?

He Giaviee 0,2%
o v 20/
Any single IMpurity i Not more (.29
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC, s,
Location: 1S Temmu, Mahallest Cama Yol ¢ Laddes
No:SO Gunesli Bugctlar Isunbuy) Furkes
License, TR 0y 2019 120

Bupodaeno: YOPILUMEm LTAY A, BETLIR. v,
Micuesaxomicerma: 13 Teswys Aavatiemi i Pl Sl cieen

NoSO Dionemai l;zn,'wn,'um«’('I;A\xﬁ_\ 1oLy pesanng
Aiensis. TRAUY 201y 12.0

LT - RESUL

Hoxasnuxu sicocmi . Hoparveanis o _,_M 2 Lesvasman
byow-sxa neioenmudixocany | He Oinvue (),2%
ooxiuxa '
Total impurities Not more 2.0% - Conform
Cyata Qoaiweok He Sizvue 2,0% Bidnosioue

. 3 . - .
Microbiological quality ‘
MikpoGioaoeiuna YUCIMOmMG |
- total aerobic microbial count Not more 102 CFU/g | <] Chulg

(TAMC) |
~ sdeaabd Kinericms aepodiuy | He Ginpume | F KYO el KYo .
MiKkpoopeanizsia (TAMC) :
- total yeast/moulds count | Not more 10! CFU/g ST
(TYMC)
U= sweannna kivoricn, - He Giavue 10' KV | IRV,

Opirdacosuy ma ny icnseuy
epudie (TYMC) ,
- Escherichia coli Should be absent in | m] f Absent
Mac dymu siocynmi ¢ 1. .

L Biocving

Assay "

Kiavkicne awsnaveny | !

Citicoline , 100.0 mg/ml (Mr/mMn) £ 5 % (95.0 - 105 0 mg/ml ! FO3.5 mganl v vy,
Lunmuxoainy (M) ;

Methyl parahydroxybenzoate 1.20 mg/mli (ME/M) £ 10 9% (1.08 - 1.32 mgiml F1.20 meml e vy
Mem Wnapaziopokc-Gensoam Y weng))

Propyl parahydroxybenzoate 0.20 mg/ml (MP/MT) 10 % (0.18 - .22 mg/mi FO.20mgiml rue gy

17])()17ir’l)I(’Ipt’l(’,‘f()[i(')ICC’I/()'(?}I3()(11})_}" (Meain)) | .
Yotassium sorbate 0.20 mg/ml (mr/vn) + 10 % (0.18 -0.22 mg/ml L0.20 me'ml e vy

i
L Kazin co 23 R LLYeM) S

1 do hereby certify thar the abovementioned dytg are mustworthy and accurare, This product barch | manufactured
(pa('kaging/labelling included) under the qudality control on the ahovementioned manufucturing site in fulf conformin: with oy,
GMP requirements, established by the regulatory agency of Turkey as well as with the specification and control methss of the
analytic-normative documentation, registered in Ukraine, The protocols of manufuciuyre, packaging and unalysis are reviewed,
conformity with the GMP is established,

Ly # zacaiogyin, no nepepaxoiana suuyge inthopyayis ¢ docmosipuons i mownons. |y CEPIENPOONKHIL O 1 i e o,
(sK10yaOw naxysanns + MOUPRYGanst) s npogedenmsiag ROHMPOII A0 na suugcona ranins CUPOOIIE DL i o e,
SIONOSIHOCIE 3 gustooary GMP, aemanocaenumu pecyasmopiine opeanost Typevaun, o IRAROMC " inion ;o
enenupiayicro MCROIMU KOUMIPO1) sKcocmi (MKST), sapecemposaniaie g S xpaing. | Ipomorone suposmmmes VIR 1
anauizie Gyay nepecastuymi ma scmanosene sionosionicmy GAP,

Surname and position of person, approving bateh release to market
Hpisetye ma nocada / AN 0COGU, SIKG GUOWIG Do3siy Ha SUNYCK cepii

Signature and date, stamp
fTionuc ma dame moRuCanns, neyampy wemazm 06.03.2024
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JEPXIIIKCIIYXBA
JAEPXABHA CJIYXBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMH Y YEPHIBEIBKIH OBJIACTI

Byl [onosHa, 29, M. Yepnisui, 58008, 0-372-52-22-60 Ten./daxc 0-372-55-39-93
e-mail; dls.cv@dls.gov.ua, Kox €APITIOY 37032279

BHCHOBOK
Npo AKIiCTh BBE3eHOT0 B YKPpaiHy JikapcbKoOro 3aco0y

06.05.2024 Ne 2355724124

POHOLINT

(naliMeHyBaHHs ikapchbkoro 3acoby 3rifHO 3 peecTpaliiiHAM NOCBIAYEHHAM)
po3unn opaabanii, 100 mr/mir; mo 10 ma y daaxowi; no 10 ¢paaxonis y kaprounili kopobui

(dbopma BrnyCKy, A03yBaHHS, BUA NIAKYBaHHS Jikapcbkora sacofy)
Homep peectpauittnoro nocsizuenns UA/18790/01/01 erpox aii peecrpauiitnoro nocsinuenra 16.06.2026
Cepis nixapcskoro 3aco6y Ne 401102680 Kinsxicts BBe3eHOrO Ntikapcskoro 3acoGy 18851

Bupobunk YOPJII MEJIMIIWH 1JIAY CAH. BE TIIDK. A.lllL, Typeuunna

(HalimMeHyBaHHA BUPOGHRKA JiKapchkoro 3acofy, Kpaila IOX0AKEHHS)

BeeseHo B Yxpainy ToBapucTBo 3 oGMexxenolo BiamosizanbhicTio «BJYC G®APMAY,
izent. xon: 43821180

(natimeHyBarRns Ta koh 3a €/IPTIOY iopuanuHoi ocobu abo npissutwe, iM's, no Gatekosi disnyHol
ocoby - minnpuemus, i Micue npoxuBaHHA Ta peecTpatiftuinit Homep 061ikoBOT KapTKH nNaTHHKA
noxnarkis abo cepia Ta HoMep nacnopra)

Mporokon BisyaanHoro xourposmio Bia 28.03.2024 Ne 80/0/01.25-24/1.

Jlaboparophuii ananis skocTi Jikapcbkoro 3acofy 3oiHCHeRUN:

JIaGopaTopid 3 KOHTPOJIO AKOCTI JIiKapcEKHX 3ac06iB ToBapHCTBO 3 OOMEXKEHOIO BiNOBIAANBHICTIO
«JOBPOBY T-JIIKUJIAB» (M. Kuis, By:n. Hosropoa-Cieepcbka, 6ya, 3, HEXHTIOBI MPUMIIEHHS
92)

(nalimenypanusg Ta MicuesHaxomkenHs naboparopii, wo nporena naboparapHult aHanis aKocti)

BucHoBOK 010 AKOCTI Nikapebkoro 3acoby, Buaanuit naGoparopieio six 03.05.2024 Ne 588-24

PesynbTati 1a60paTopHOro aWanilzy SKOCTi fikapchkoro 3acofy 3a nepeBipeHHMH NokasHukamu BIATIOBiAAIOTH
BHMOTaM METOAIB KOHTPOSIO AKOCTI (aHaNITUYHO-HOPMATHBHOT OKYMeHTauiT).

3a pesynbTaTaMH  EPXABHOTO KOHTPONIO BCTAHOBJIGHO, IO Jikapchkui 3aci® BsBezeno B Vkpainy 3
AOTPHMAHHAM BuMar, 38KOHORABCTBA MO0 3abe3neueHHs AKOCTI Nikapebruy 2acobis.
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PoHouuT p-+ opan N2401102680_Crpanuua_l.jpg

Manufacrured by WORLD MEDICINE ILAC SAN, VE TIC. AS.
Location: 15 Temmuz Mahallesi Cami Yolu Caddest

No:50 Gunesli Bageilar/Istanbul, Turkey
License: TRAUY/2019/12-0

Bupobaeno: YOP LA METHIHH LTAY CAH. BE TLIXK. AL
Micuesnaxomxenns: 1S Temmys Maxaaaemi [ixami ﬂoﬂy Jixasviect

NeSO Ponensn Barzokunap/Crambya, Typeusima

Jhneusia: TRAUYR2019/12-0

CERTIFICATE OF ANALYSIS No.40000035851
CEPTH®IKAT AKOCTI

Product name: RONOCIT

Hasea npodykmy: POHOLHT

Pharmaceutical form,
package type and size:
Hixapcoka hopma, mun
MA POIMIP YIAKOGKU:
Dosage / potency:

Hosza 7 cura oii:
Registration certificate:

Peccmpayitine UA/18790/01/01
ROCBIOYEHNN.:
Batch nox 401102680

Ne cepil:
Batch size:
Possip cepii:

18 906 packages/ynarocox

oral solution 100 mg/ml, 10 ml in a flacon; 10 flacons together with a leaflet
in a carton box

posuun oparsnui 100 s/ v, no 10 ma 'y dhaakoni; no 10 gaaxonie pazom 3
THCMPYRYIEK 0A5 MEOUMHORO 3GCIMOCYBUNHA Y KAPMONNIT KOPOHYi
citicoline (as citicoline sodiun) 100 mg/ml

uumuroainy (y dhopsi yumuroainy nampiw) 100 me/m

Manufac‘ture date: . 01.2024
Hama eupoduuymea.
rpiy dates 122028
epMin npudamiocmi
TEST LIMIT RESULT
TTokasuuku skocmi Hopyysanns Pesyaomam
Appearance Clear, homogeneous solution Conform
Onuc TIpozopuit ednopionui posuun Bionoegioue
Identification
Ioenmudpiranyin
Citicoline Retention times of main peaks which are obtained | Conform
Lumuxoniny from sample and standard solution chromatograms | Bidnosioac

Methyl parahydroxybenzoate

should be similar.

Memuanapaziopokcubensoamy | Yacu  ympuvveaunss — ocnoghux  nikie  na

Propy! parahydroxybenzoate XPOMamozpasti,  OMpUManux 3 QUHPOOVEUHOO
IponianapaziopoxkcubGenszoamy | poswuny ma Cmanoapmuozo  posuuny,  Maonis

Potassium sorbate cnignagamu,

Kanivo copbam

Nominal volume Not less 10 ml 10.1 ml ay)
O 'cM, 1o sums2acmusca He smenute 10 ma

pH 6.0-7.0 6.3
Uniformity of dosage units Acceptance value (AV) should meet the | Conform
(weight method) requirements. L1: Max. 15.0, L.2: Max. 25.0 Bionosioae
Qonopionicme Hpuiiusmue  3navenwns (AV) mae  eionogioamu

A0308aHUX OOUHNIb
(po3paxyuroeo-edeosull Memog)

sUMO2AM.
Li: Makc. 15,0, L2: Murc. 23,0

1'2“‘3“?" 1.075-1.125 g/ml (e/sen) 1.097 g/mi f2/a11)
yomunda

Related substances
Cynposioni Qomiwru

UDP-choline Not more 0.2%
UDP-xonin He diavwe 0,2%
5'CMPp Not more 0.2%

Any single impurity

He Ginvue 0,2%
Not more 0.2%

u




PonoumT p-H opan Ne401102680_Crpannua_2.jpg

Y Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
. WORLD MESTINVE Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
(IR S No:50 Gunesli Bagcilar/Istanbul, Turkey

License: TR/UY2019/12-0

Bupodaeno: YOPLT MEJHIIHH L1AY CAH. BE TLUK. AL
Miciemaxopkenns: 15 Tesmys Maxataemi flaavi Hony fikaaaec
NeSO Tonerna Barsxnaap/Crasmbya. Typeusnna

Jliuemsis: TRAUY2019/12-0

(TAMC)

- 3dcAAbHA KITLKICMb aepobnux
Mirpoopzanismic (TAMC)

- total yeast/moulds count
(TYMC)

- 3Q2WIbHA KLILKICHD
OPINCONCOBUX MA MAICHABUX
epubie (TYMC)

- Escherichia coli

He 6Giavwe 10F KYO/2
Not more 10' CFU/g
He 6iavwe 10' KYO/le

Should be absent in 1 ml
Mace 6ymu giocymni ¢ 12

TEST LIMIT RESULT

Hokasuuru sxocmi Hopyyeanns Pesyabmam
byov-sxa  ueidewmudbixosana | He Giavwue 0,2% <Meici susgaenns
ooMiwka
Total impurities Not more 2.0% Conform
Cyama domiuox He biavte 2,0% Bionosgioac
Microbiological quality
Mikpobionozivna wucmoma
- total aerobic microbial count | Not more 10? CFU/g <1 CFU/g

<1 KYO/2
<1 CFU/g
<l KV

Absent
Biocymni

Assay

Kinvkicne susnavenns
Citicoline

Lumuroainy

Methyl parahydroxybenzoate
Memumnapaziopoxkcubenzoamy
Propyl parahydroxybenzoate
[Iponianapaciopoxkcudenzoamy
Potassium sorbate

Kaaio copbam

100.0 mg/ml (Mr/Ma1) = 5 % (95.0 - 105.0 mg/m]
(me/aa))

1.20 mg/ml (mr/ma) £ 10 % (1.08 — 1.32 mg/ml
(M2/ma))

0.20 mg/ml (mr/ma) £ 10 % (0.18 - 0.22 mg/ml
(Me/m)

0.20 mg/ml (mr/ma) £ 10 % (0.18 - 0.22 mg/ml
(M2ian))

103.5 mg/ml (ve/aa)
1.19 mg/ml (xerma)
0.20 mg/m! (me/ma)

0.21 mg/ml (ve/ma)

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manufuctured
(packaging/labelling included) under the quality control on the abovementioned manufacturing site in _full conformity with the
GMP requirements, established by the regulatory agency of Turkey as well as with the specification and control methods of the
analytic-normative documentation, registered in Ukraine. The protocols of manufacture, packaging and analysis are reviewed;
conformity with the GMP is established.

Lum 51 3aceiduyo, wo nepepaxosana guue inghopmayis ¢ docmogipnow i mounow. U cepis npodvkyii Hvaa eucomosiena
(8KAI0MAIONN. RAKVEANUA [ MAPKYBAHNR) 3 NPOBLICHHAM KONMPOTIO AKOCMI HA BUCOKA3ANIN BUpofHIii Oiabruyi ¢ noenin
gionosionoemi 3 suvocavu GMP, ecmanogrenuvu  peevasmopunt opeanos Tvpewaunu, a makoxc y gionogionocmi  zi
cneyuhiayicio i memoodamu Kowmpoa skocmi (MKS), 3apecempoganuvu ¢ Yipaini. llpomoxoau supobuuymea. ynakosku ma
anarizie Gvau nepecsnymi ma scmanogaenn eionogionicms GMP.

Surname and position of person, approving batch release to market
Tpisauge ma nocada / seanns o0cobu, Aka UOAIA 036L1 Ha BUIYCK Cepil

Signature and date, stamp

ITionuc ma oama nionucanus, neyamed / wmaxin 08.03.2024


http://www.tcpdf.org

