d AAPHUUA

Anpec 02093, r, Kues, yn. Bopucnonmscxag,l
Texn./®axc: (+38044)568-32-10 npueuaaul 02 5 3 7 2
(+38044)207-73-41 Orgmen xOHTpOAN Xawec

(+38044)207-73-04 YNONHOMOYGHHOS® NMIO NO XKAYACTBY
(+38044)207~-73-27 YnonHoMOWGHHOE JMIIO NO dapMaxoHansSopy

CepTudomkar cepumn nekapcTBEHHOro cpeAcTBa

1. HaumeHoBaHue, cuna
AencTBUA/aKTUBHOCTD, NIeKapCcTBEeHHAasR
copma U pasmep ynakoBKku
(MAEHTUYHO TEKCTY Ha ynakoBKe
roToBOW NPoAyKUMUK):

2. Homep cepuu roToBOM NPOAYKUUK:
3. CtpaHa-npoussoauTens:

4. HaumeHoBaHue cTpaHbl / cTpaH
Ha3HauYeHusa Ans cepun:

5. HoMep peructpaunonHoro
YAOCTOBEPEHUSN:

6. laTta npoussoacTea:

7. [lata OKOH4aHUA CPOKa rOAHOCTH
(Mecsau u roa, nocne kotoporo JIC He
npuMeHsieTcn):

8. Ha3BaHus, anpeca u Homepa
NULEH3UN BCEX Y4acTKOB
NPOU3BOACTBA U KOHTPONS KayecTsa:

N
9. CepTudbukathl coorsercTeus GMP
BCEX Y4acTKOB, YKa3aHHbIX B n.8:

10. Pe3ynbTathl aHanu3os:

11. KommeHTapuu:

12. 3anBnexune o cepTudukaymuu:

Piee

13. Ums u hamunusn
YnonHoMo4YeHHoro nuua, KotTopoe
ocyulecTBnseT cepTuUKaLuIo cepum:

14. Moanucs YnonHoMoueHHOro nuya,
KOTOpOe ocyulecTensier
ceprucpukaLmio cepuu:

156. flata noanucaxus;

1@ 2o~ 124 «g//w/@/z/ -

UMMYCTAT

1 TabneTka cogepxuT ymuceHoaupa 100 mr, Tabnerku,
NOKpbIThie oBonoukoi, no 100 mr

no 10 TabneTok B KOHTYPHOI AYEWKOBOU ynakoske; no 1
KOHTYPHO A4eiKoBOW ynakoBKe B Naqke ¢ MapKMpOBKOH Ha
YKPaUHCKOM f3bike

LN81220
YkpawvHa
YKkpavHa

Pa3smep cepuu: 47977 ynak.

UA/9052/01/02

Aexabpb 2020
12.2023

npousseAeHo, BKKOYaRA ynakosky/MapKUpOBKY U KOHTPONb
kayecTsa Ha HAO «DPapmauesTuqeckas upma «apHuua» no
appecy: r. Kues, yn. bopucnonsckas, 13;

nvueHaua AB Ne 598086, cangerensctso o6 atrecrayuu
nabopatopuit OKK Ne 128

ceprucpukar 035/2019/GMP

npuseaeHbl B ceptudukaTte aHanvsa (gononHexve 1)

XPaHWTL B OPUriHanL-HoOM ynakoBske Npyu TemnepaType He Bbiwe
25°C

3TUM NOATBEPXAAID, UTO BCE NPOM3BOACTBEHHbIE CTaguN ANs
3TOW Cepum roToBow NpoAyKuuK Gbinu NPousseaeHs! B NONHOM
COOTBETCTBUN C TPEGOBAHUAMM, YCTAHOBMNEHHBIMU B
AelcTayioliem pykosoacTee no GMP, yreepxaeHHOM
MuHucTepcTBOM 3apaBoOXpaHeHNs YKkpauHbl, 1 ¢
TpeBoBaHNAMI PErUCTPALMOHHOIO AOCLE CTPaHbI HA3HAYEHMS,

CEPURA PA3PEILUEHA
K PEANTU3ALMY

T B 0l




fononHexve 1 k Cepruduxary cepuu

aAPHUURA 10025372

Ceptudomkar aHanusa Ne 8

HauMmeHoBaHue NPoAyKUUU: WMMYCTAT, tabnetiku, nokpsiTeie 060n0ukoi, no 100 mr, no 10 TabneTok 8 KOHTYpPHOW
‘ AUENKOBON ynaKoeke; Mo 1 KOHTYPHOK AYENKOBOW YNakoBKe B navke ¢ MapkupoBKOi Ha
YKPaUHCKOM A3bike

Homep cepun: LN81220 Pasmep cepuu: 47977 ynak.

Homep perucTpayuoHHoOro UA/9052/01/02

YAOCTOBEPEHURA:

AHanu3 BLINONHEH NO: MKK NC or 05.03.2019 k peructpauroHHoMy yaocToseperunio NeUA/S052/01/02

Pesynbrar aHanusa:

Ne n.n. HaumexnoBaWue nokasatena TpeGosanume HOPMATUBHOW AOKYMEHTALMM Pesynsrar aHanuaa
1 Onucaxue Tabnertku, nokpeiTeie obonoukon, Genoro unu Genoro ¢ CooreetcrayeT

KpEMOBaTLIM OTTEHKOM LBETa, ABOKKOBLINYKNOHA HOPMbI

2  WpeHTtucukauus A. YO-CnekTp ucnsITyeMoro pacrasopa, NpUroToBNEHHOro, Kak CoorsercrayeT

onucaxo B pasgene "KonuyecTseHHoe onpeaenexue”, B obnacty

oT 210 HM 40 350 HM AoNXKEeH UMETH MAKCUMYMb! NPW ANUHAaX

BONH (224+2) HM, (255+2) HM ¥ (315+2) HM

'B.Ha XpOMaTorpaMme UCnLITYEMOoro pacTesopa, NONYYEeHHO! B CooTsercrayeT
pasgene "ConyTcrsyioiyue npumecu”, AOMKHO oBHapyX1BaTLCs

OCHOBHOE TIATHO Ha YPOBHE OCHOBHOIO fIATHA Ha XpoMaTorpaMme

pacrasopa cpasHeHus (b)

3 OpaHopogHocTe aosupoBareelix  CootsercrsyeT TpeBosaHusm [OY, 2.9.40 CooreetcrayeT
eavHuY : o
4 Pacnagaemocts .. He Gonee 30 muH 13 munH
5 Conytcrayioume npuMecu Twobon npumeck - He Bonee 0,5 % Cootsercrayer
Tonbko oaHow npumecy - He Gonee 1,0 % CooTaercrayer
Cymma npumecew - He Gonee 2,0 % Cootsercrayet
"6 ' PacrsopeHiie Coorsercrayet tpeGosanuam MOY, 2.9.3 npu Q=75 % Coovsetcrayer
: S - = ag A& N
7  MukpobBuonorudeckas yucroTa CootseTtcteenHo MKK JiC CooTsercrayer
8 KonuuectsenHoe onpegenenve 92,5 - 107,5 mr/tab 100,9 mr/Tab

atunosoro achupa 6-6pom-5-
ruapokcu-1-metun-4-
AuMeTUNaMuHOMeTuN-2-
theHMNTUOMETUNUHAON-3-
kapboHOBOW KUCNOTh!

ruapoxnopuaa
9  Ynakoeka CoorseTcTeeHHO MKK NIC Cootsercrayer
10 Mapkuposka CooteercreeHHo MKK JIC Cooteercrayer

[lata okoHuaHus cpoka rogHocTn  12.2023

XpaHeHue: XpaHUTb B OPUTMHANBLHON YNAKOBKE NPU TeMnepaTtype He Buiive 25 °C
3aknoueHue: Cootsetcrayer Tpebosanuam MKK S1C or 05,03.2019 « perucvpauuounomy YAOCTOBEPEHNIO
NeUA/9052/01/02
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A napHUU
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Agpec 02093, r. Xuen, yn. Bopuchnoisckas
Ten./¥axc:

i L
{+38044) 568-32-10 npweMHaR] 00251 99
{(+38044)207-73-41 Orpen XKOHTPONN xauacks
{+38044)207-73~-04 YnoNHOMOUEHKOE JMIIO MO KAYECTBY
{+38044)207-73-27 ¥YnonsoMoveHHOS IMUC NO $ADMAKOHARSOPRY

Ceprtucbmnkar cepum nekapCTBEHHOro cpeacTaa

1. HaumeHoBaHue, cuna
AeRCTBUA/AKTUBHOCTL, NeKapcTBeHHas
dropma U pasMep ynakoBxu
(MOEHTUYHOC TEKCTY Ha YHaKORKe
roTOBCH# NPOOYKUMK):

2. Homep cepuy roTOROWM NPOAYKLMMK;
3. CTpana-npousBoanTenk:

4, HaumeHoBaHWe cTpaHeLl / cTpaH
HasHayeHWs ANA cepuu:

5. HoMep perucTpayuoHHoro
YAOCTOREpEHUWA!

6. [laTta npouasoacTea:

7. laTa okoH4aHKuA cpoka rogHoCTH
{Mecau w roa, nocne kotoporo JNIC He
NpUMeHseTcs}:

8. Hassanus, aapeca v Homepa
NUUEH3K%A BCeX YYacTKOR
NPOU3BOACTBA U KOHTPOJIA KavecTra:

9. Ceptudpukares coorBeTcTaUa GMP
BCEX Y4ACTKOB, yKa3zaHHLIX B N.8:

10. PeaynbTaThl aHanu3oB:

11. KommeHTapuu:

12. 3anBneHne o cepTUdMKaLmMu:

13. ma v bamunuga
YNOnHOMOUYEHHOr0 nKLa, KoTopoe
OCYWECTBNAST CePTUDUKALUIO CePUN:

14. NMopnuce YnonHomMoveHHoro nuua,
KOTOpOe OCYWeC CTBAAET
cepTudhuKaluio cepun:

15. [lata noanvcaHuA:

UMMYCTAT

1 Tabnetka cogepxuT ymudberHosupa 100 mr, TabneTxu,
nokpbiTele 0banoukoi, no 100 Mr

no 10 TabneTok 8 KOHTYPHOW AYEMKOBOW ynakoske; 10 1
KOHTYPHOW RUEMKOBON YNaKoBKe B Nayxe ¢ MApKUPOBKONK Ha
YKDBWHCKOM R3bIKE

LNg1220

YKpawHa

Paamep cepun; 49629 ynax.

YipauHa
UA/9052/01/02

nekabps 2020
12.2023

NPOU3BEASHO, BKMIOYEA YNAKOBKY/MADKKPOBKY 1 KOHTPONS
kauecTea Ha YAQ «DPapmauesTudackas hrpMa «JapHuyas no
afpecy: r. Knes, yn. Bopucneonsckas, 13;

nuueHsua AB Ne 5880886, ceugerenscteo ob arTecTaumuu
naGopaTopuii OKK Ne 128

cepTucpvxar 035/2019/GMP

npuBegeHel 8 cepTudhrkate ananusa (aononHerve 1)

XPaHWTE B OPUTMHANBHOW YNAKOBKE NPY TEMNEPATYPE HE Bhille
25 °C

OTUM NOATBEIKAAID, YTO BCE NPOUIBOACTEEHHLIE CTaumM 4NA
3TCH Cepuu roTosoM NPoAYKUMM Bbiny NPoMaBedeHs! B NOMHOM
COOTBETCTBUM C TREGOBaHUAMK, YCTAHOBIISHHBIMU B
AelicTayioleM pykosoacTee no GMP, yTBep aeHHoM
MuHWCTepCTEOM 3APABOOXPAHEHUA YKPaUHbL, W C
TpeBOoBaHUAMKM PEMUCTRELMORHOMO AOChE CTPaHb! Ha3HaYeHuA.




ﬂononHeTeOKG (2:15@;' cgug

Ceptudhukar avanmsa Ne 9

UMMYCTAT, Tabnetku, NOKpuITsie eBonaukod, no 100 mr. no 10 TabneTok 8 KonTypro#
A4EAKOROA yNaKoske: no 1 KOHTYDHOU AYEAX0BOM YNAKOSKe B Nadke ¢ MapKUpoB«Cy Ha
YKP2UHCKOM fAsbike

L.Ng1220
UA/9052101/02

HaumeHopaHue NPOOYKUMHM:

Homep cepuu: Pazmep cepuu; 49629 yhag.

Homep perucrtpaunontoro
YAOCTOREpeHUR:
AHanu3 BrINOnMeH no: MKK NIC o1 05.03.2019 « PETUCTPaLUMOHHOMY yAoCTOBEpEHMc NeUA/OD52/01/02

Peaynerart aHanuaa:

Ne n.n. Hawmenosakue nokazatens TpeGosatue HopmaTvaHo OOKYMeRTaumMm Peaynerat aranuaa

1 Onucasne TabneTiy, nokpsiThie aBonoukon, Benoro unu Senoro ¢

KEMOBATLIM OTTEHKOM UBeTa, ABORKOBBINYKNON (hophaki

A. YO-cniekTp uensimyemorg PACTEOLA, NPUrOTOBAEHHOTD, KaK
enucakno e pasiene "Konwuecteennoe onpegene-ue”. B obnacru
oT 210 1M 20 350 HM aoNXer wmeTs MBKCUMYMBI NPW ANWHAX
BOMH (224+2) Hn, (25522} 1m 1 (315£2) um

B. Ha xpomartorpanse MCNBITYEMErC pacTeopa, NenyyuexHolk &
pasgene "Conyrcrayioume npuMeck” nonxHo oBHapyxusaThca
OCHOBHO NATHO HA YPOBHE OCHOBHOIO NRTHA Ha XDOMATOTPaMME
PacTBOpa cpasHeHus (b)

Cootsercrayer

2 Waentdadmrauus CooTeercrayer

Cooteertcrayer

3 OpHopoaxoers AQ3NPOBAHHBIX CooTeercTeyeT TpeBoBanam oy, 2940 CooTsercrayer
21HMyY

4 Pacnagaemoctb He Gonee 20 Mux 5 MuH

5 Conyrcrayiouime npumeci ool npumecu - e Gonee 0.5 %4 Coorsetcreyer
ToneKke oaHoM npiuMec - He Bonee 1,0 % CooTtaercrayer
Cymma npumecel - ne Bonee 20% CooTeeTcrayeT

&  Pacrsopenve Cooteercrayer TpeGosanunam MY, 2.9.3 npu Q=75 % Cootsercrayer
32 45 Mun

7 Mukpobuonoruueckan unctora CootsercraetHe MKK NIC Cootaercrayer

8  KonudyecteenHoe enpeaengHue
3THN08Oro achupa B-6pom-5-
FUOPOKCH-1-MeTIN-4-
ANMETUNEMEHOMBTU-2-
DEHUNTUOME TUAMHAON-3-
KapOoHOBOW KMCROT:I
TMApoXNopuaa

9 ¥Ynaxcska

0 Mapruposxa

92,5 - 1075 miitad 1014 mefrab

CooTeercTeeqno MKK 110
CooTBeTcTBEHHO MKK NIC

Coorsercrayer
Cooreercisyer

fata oxoHuaHuA cpoxa roaroCTH 122023

XpaHewue: XPaHUTE B COMIMHANLHOR YNakoBKe npy Temneparype He swile 25 °C

3aknoyeHue: Cootaercayer Tpedosanuam MKK NC o7 06.03.2019« pemcrpamﬂonuoM;}x,gocmsepeumm
NeUA/9G52/01/02 i B

Lata nognucanus: &t Havanstuk OKK: MuarnveHko B.A.
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(‘+38044)207—73—04 Ynonuomouennos AMLO N0 KaueoTRy
(+38044)207-73-27 YnonnoMoueuHoe nuue no bapMaxcHansopy

CepTudpukat cepum nekapcrseHHoro cpencTea

. Haumeﬂoaame, cuna
1eNCTBHUA/AKTUBHOCTD, nexkapcTBeHHan
thopMa U pasmep ynakosku
WOEHTUMHO TEKCTY HA ynakoBke
‘OTOBOW NpoayKuMu):

. Homep cepuu rotoroin npoayKUWu:
). CTpana-npoussoanTeny:

L Haumenosanpe CTpaHbl / cTpan
la3HavYeHUa ANy cepuu:

.. HoMep peructpaunoHmoro
'LNOCTOREPEHUR:

v Hdata npouseoacTea:

. flaTa okoHuamun CPOKa roaHocTKH
MeCaUu v roa, nocne KoToporo NC ke
'PUMeHATCH):

. Hazeanug, aapeca v Homepa
MUEH3KUW BCEX YYaCTKOR
POM3BOACTBE W KOHTpONS KavecTBa:

. Ceptutbukare cooTeeTcTBUA GMP
CEX Y4YacTKOB, yKaszaHHbLIX 8 .8:

0. PeaynsTatel ananuaos:

1. Kommenrapunm:

2. 3asBnenue o cepTudukaymn:

3. UMa 1 (bamunusg
MOAHOMOYEHHOTO NUya, KOoTopoe
~YWECTBARET cepTudmkaymo cepuu:

L Nognuce YnosnHoMoueHHoro nnua
oTopoe ocywecTenaeT
pTHdUKkaLmo cepuum:

¥

. dara nognucanus:

W co, 1V 0564

NMMYCTAT

1 Tabnetka copepmut ymucberosupa 100 wmr, Tabnetiu,
NOKPbITbIE 0BONOYKOH, No 100 mr

no 10 Tabnetok B KOHTYpPHOI ANEMKOBOW YyNakoBKe: No 1
KOHTYPHOI A4eRKoB0R ynakoske g Na4qke ¢ MapKMpoBKCH Ha
YKPAUHCKOM fAablke

NX20720
YKkpauHa

Paamep cepuu: 9774 yrak.

YrpauHa
UA/9052/01/02

uons 2020
07.2023

NPCU3BEAEHO, BKAKYAS yNaKkosky/Mapknposky u KOHTROIMb
KayecTsa Ha YAD «®PapmMauesTuyeckas thupma «JapHuua» no
agpecy: r. Kues, yn, Bopucnonsckas, 13;

NuueHsna AB Ne 598086, CBUAETENLCTRO 0O atTecTaumm
nadopatopun OKK Ne 128

ceptudbukat 035/2019/GMP

NpvBeAeHDbl 8 cepTUhuKkaTe ananmaa {AononHenne 1)

XPaHUTL B OpUrMHansHon
28 L

3TUM noaTeepaar. yto BCE NPOM3BOACTBEHHBIE CTaguu ans
3TOW CEPUU rOTOBOM APOAYKUAM Bbinu NpouseeneHs s NONHOM
COOTBETCTBUN C TpeBoBaHuAMMY, YCTaHOBNEHHbBIMKU B
AehCTByOWEM PykosoacTee no GMP, yTeepaeHHom
MuHucrepcraom JAPaBCOXpaHeHUa YKpauHsl, U ¢
TpedosaHuamMY PEMMCTPAUMOHHOIO nocke cTpams HasHaveHus.

YN@KOBKS Npu TemnepaTtype He Bobiwe

b




CepTtuchukar ananuza Ne 2

HaumeHosaHue NPOAYKUKWA:

Homep copuu:

Homep perncTpauuoHHoro
YAOCTO BepeHWA!

AHanui BeinonHeH no:

Pesynetar asanuaa;

WMMYCTAT. ranneriu
AYENKOBOS yiiakoake, no
YHRAVHCKGM HILIKE

NX20720
UA/G052/01/02

1, 00 100 w1, no 10 rabnetsk o 8 KOH™ypH
KOBOA YNAKOBKE B 1IAYKE C MAPKVNOBKON Ha

KOHTYDHCKH AYyei

Pazmep cepun: 9774 ynax.

MKK iC o1 05 83 2016 « PEreCIpaLMOHHOMY YAOCTOREDE IR NO 2UAGOB2/ 1102

My

Nenn. Haumenosanue nokasarenn

Tpebosanue Hopmatuaron ACKYMEHTaumuu Pesynwrar ananuza

1 Cnvcanise

AeHTHDMKAL A

e 1031 SURIr X

53 T =

TEYRDLLE TruEcn

Ti-eckas yncToTa
EHEDE N peaensHue

BANECTE

STHAGROIO ahupa 5-Bpom-5-
TMARCKCH-T-METUR-4-

B o

Tadnerkn NORPBRITHIE ODONoUKOR cenar LOUTBEIITE
RDEMOBATRIM OTTOHEOM BeTa N dplele

A YO-cnextp HCOLITYE ”,,c i ~ef*Toa,mmcro Kax CocTeeioTRyS
OfVCaKG B passene "Kon seHHte onpeqenstne” B oBnacTu

OT 210 Hm 740 350 HM Qormwen umeTs mak CHRYRMS! NPKW ANWHExX
BOMH (22422 Hm, (28840 2} HAM 1 (37822 e

B. Ha xpomatorpamae uene: TYEILIOIO DACTROPE, NONYUEHHOR B

U AQMHHD O 1APYAHMBATLCS
CIo NHTHE HA xpoMaTorpamme

CootseroTe:

passene "ConyTersyioume npunmec
OC":GL}HU"

NFETHO Ha YLROBHE QoHOR:

DY 2840
He donee 30 rau
Modad ripumeac - we &
Tonexro oo apumne 1.0
Cymma npusesen - pe
Coorsercrayer 1pebopamnan: 283 non

33 45 pune
Coorrercisenns MKK N0
92.5 - 107 5 mritad

Coots
101 .0 mrirad

eTcrayar

Cootsercraenno MKK 10

Cooraercrayer
Cootsercraenno MKK N0 T CooTeercrayes

- PEdpelienine MNocnckenyx 6ol Ykpammb Na

lava oxoHuanug CROoRaE TOAHOCTW: (1]

e
AT

2378-001.1/002.1/17-21 oT 24.03.2021

{parenne: AHEHETE B GONTNHANSHON yNAXCRKG 101 Tetnera - T

JakmoueHma: Cooraercrayer tpeGoranmny MKK NIC o1 05 02 2019 1« pei 2iSE i T
NelUAMD052/01/02

lata noanucasus S PR om N Tl B0 Havanemmma i,



http://www.tcpdf.org

