JEPHKABHA CIIVIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMM Y KHIBCBKIM OBJIACTI

npoB. CeiTmergrol Hanilt, 3, m.Kuis, 02099, ren/gaxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
PO SAKICTHL BBE3eHOro B YKpainy JikapcsKoro 3acofy

11.09.2025 Ne 38236/25/10

HOBEPKOPT

(MAFMEHYBAHHT NIHAPCRROLT 34005y 3TLAAY 3 PecTPATHRHUM ITOCRTHEHITINM)
xpem 0,05 %; o 15 ¢ B ry6i; no 1 1y6i y kaprouuii ynakosmni

{popma mmjf Qn@y, JCSFBAHHS, BHI Tk YRAHHS Al kaPChiuro 3ac00y)
Homep pecorpauistnoro nocsipesns UA/8193/01/01 crpok aif pecerpaniinoro nocsinuenns 01.01.2099
Cepis nixapeskoro sacofy Ne 10251467 Kinexicts Baesenoro nikapepkoro sacody 3840

BrpoGHuk T'nenmapk @apmackrotukans JItu., Tnis

(HafMERYRAH RS BUPATHAKA ITKaNCRK o1 3Gy, KPaTRA Hoaciiseiin)

Breseno p Yipainy Tosapucrso 3 o6mesxenolo signosizanpuicrio "IIEHMAPK
YKPAIHA", igent. xon: 41222160

(nadrvenyranns Ta ko 32 CLPIIOY wprananol ccofin b0 npissrwe, iM's, 110 Gaibkobi
QisuaHOT 6CObH - mianpresmiE, 1T MicLe TPOAWRARNS Ta PECCTPaiiinmi nosep ofinikosol
Kapreu TIHETHURA TIONarkin A60 capist Ta HOMED TACHOPTE)

[pororoa sizsyansroro kouwrpomo sin 13.08.2025 Ne 2459/6.
Jafoparopunit agaiiz srocti Aikapeskoro sacofy spifcrenyii

JlaGopatopis 3 KoHTpemo sKocTi Jikapebkux 3acodie TOB "JOBPOBY T-JIIKMIIAB" (m. Kuis,
pyi1. Hosropon-Cisepcbka, 6y1.3, HEKUTIOBI IprminiesHs 92)

(MuitMeyRAmIg Ta MiCUcsHANOIUNGHHS TaGopaiupii, 100 TPoBena Nabapu [oPHIH anatis Wk i)

BHCHOBOK MO0 AKOCT] MiKapeskoro 3acoly, Bugannit maGoparopiero sin 11.09.2025 No 1274-25
Pe3ynbTaTi NaGopaTOPHOTO aHAMI3Y AKOCT] HKAPCEKOTO 3aca0y 3a MepeBipeRME TokasHMKavy BINIIOBIIAIOTE
BAMOIaM METORIB KOHTPOMO SIKOCT (8HANTTIHO-HOPMATHBHO! HOKyMEH1a1il).

3a  pesyNpTdlaMu  A@PAKABHOTD  KUHIPOMIO  BOTHHORIEHO, 1U0 Mikapopkui  3acil  Beeseno B YipaiHy 3

JOTPHMAHHAM BrMOr 3akCHOAABSTEA W00 3a8C3MCYCHHS SROCT JIHKAPCRKUX 3acabis,

Adweoas 0B A
BEP 2025
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BIUILI KOHTPOJIO SAKOCTI
CEPTUGIKAT AHAJI3Y - KIHHEBAU NIPOAYKT

Crap. 132

TIponyky TOBEPKOPT, kpem 0,05 %; no 15y B 1ybijno 1 Ty6i Y KAPTAHHIN yaKoBui
AXTHBRI pEYOBRUN 1 r xpemy micTuTs: KaI0GeTazony ppoidonaty 0,5 mr
Howmep cepil 10251467 JlikapesKa (popma Kpeu
Hara BupofHRUTBA 06.2025 Pruor Ypaina
Hpuparaui 10 05,2027 Posmip cepii 6 666 yTIakOBOK
Tpotoxon ananizy Ne 1040000601436 KiserieTs BrIymena g peajizauito |6 060 yrnakosok
Ko npoayxry SUAD40005875050112 Bupobun+a Jineysis NKD/543
Posmip yNaKoBKH 15r Pecerpaniiine nocsipuenus N UJA/8193/01/01
Jlara Ta uac Bunycky |24.06.2025 16:25:11 Hara peecypanii 06.06.2024
Ceprugixar 055/2024/GMP Jlara 3axiguesins peccrpauif HeolmMexeno
pianogianecri HILJL

I'nenvapk DapmacsioTHES JITH
Bupobuuk Himpuuus Ne E-37/39, BM.ARJLCEL, Kpaina supobauxa Tunis

Carnyp, Hacix - 422 007, Tnzis

AHAJI3 CHEHUOIKALLA PE3YJBTAT

1. Ounuc Mstkul KpeM BLT0ro Koneopy. Misxuit kpem Biforo xonbsopy.

2. [pewrendixanis

1. KnoGetasony nponionar.

Insma Ha xpomatorpayi BHITPOSYBAHOTO PO3THHY
33 sHaveHHsM Mae Bianosizaty nusMio HA
XPOMATOIPaMi CTaHIaPTHOrO POIIHHY .

Bignosinae

2. Metnnnapaben | nponinmapade.

Yac yTpUMyBaHHN KB merwirapabeny (1%
ocHosEMH miK) 1 nponimnapabeny ( * acHoBrKH
pix) Ha XpOMATorpamax — BHOpoGYBAHOTO i
CTAHNAPTHOr0 DPO3MMMIB, OTPHMAHHX B XOxi
KiBKICHOTO BH3HAYCHIS, Mae CTBIANETH.

Yac yTpuMyBaHHa
CIaHJAPTHOIO PO3YREY
BuipoBysanoro posunmy = 5,97 X8.
Yac yTpuMyBaHHA
CTAUHAPTHOTO POSTMHY
BUrPOGYRAHOIO POIIHHY

= 12,15 x8.,
= 12,15 X8,

3. ByTHATIAROKCHTOLY Ol

Yac yTpuMyBaHusd THKy OyTHATAPOKCHTONYOIY
Ha KPOMATOrpaMax BunpoGypasoro i
CTAHAADTHOTO POU3UMHIB, OTPHMAHMX B xoni
KIMBKICHOTO BH3HAYCHHA, MAE CITIBIIA/IATH.

Yac yTrpuMyBaHHs
cramzapTHOTO posuuHy = 14,49 XB.,
BunpoSyBanoro pozauyy = 14,43 x.

3. Cepenust Maca BmicTy
TYHU

He Mere BKa3aHoro #a STHKETIL.

15,29 1 - Cepenuiif BuicT
15,14 r - TnnusinyansHul Buict

4, pH 6,0-8,0 6,87
5. Kinbkicne srsuavennst | 1. KioGerasony mpomionar.
[pu eunyciy: He Menme 95 % i He Bineme 115 % (97,9 %
Big 3assneso] kUTbKGCTI.
Ha mepmin npudamunocimi: HE MEHIIC 90 % i me
Gimbiie 115 % Bin 3aspiesol kimpkoct.
Tlinroros/ieHo Tepesipeno JaTBep/ReHo

Iv’si: Tpagin Tete

T’ s; [pabxaxap Tlazin

Im’sti; Manoit Anas

[ocana: Bixonapsril cniBpodiTHIK

BLUIUTY KOHTPOMIO HKOCT

Tlocaga: Mere/urep Biainy
KOUTPOTIO SKOCT

Tiocapa: TToMivEHK MEHEKEPA 3
safiesneuenus AKOCTE

Tiata: 24.06.2025 10:42:15

Hara: 24.06.2025 14:11:02

Tara: 24.06.2025 16:25:11

Lie cnorTpoHHME JIKYMET, TOMY HE HoTpedye NipnHcy
Taeamapk ®apmacpioTarans Jia.
Jlinnunug Ne E-37/39, Bx Al JLCHL, Carnyp, Hacix - 422 007, Insin

T: 91253 6613999, 6613748, @ 91

253 2352707, W2 www.glenmarkpharmadfonm

(Oprassnit ofic: B/2, Maxanasusi YemGepe, 22, Bxyaadyait [lecalt Pol, Myméiai, 400 026, Inaix
CIN ~ L24299MH1977PLC0O19982 Fmail Id: conplianeeoMiceritalenmarkphianyn cun
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BLAKLL KOHTPOIIO SIKOCTI
CEPTUGIKAT AHAJI3Y — KIHI[EBIAH IPOJIYKT

Crop. 2132

ITponykr TOBEPKOPT, xpem 0,05 %; no 15 v 8 1y6i; no 1 Ty6i y xapTonuiil ynarorii
AKTHBRI pevoBuBH |1 r Kpemy micTuTh: KioGeyasoay npouioxaty 0,5 mr
Honep cepii 10251467 Jlixapenka opma Kpem
Jara supoGuuuTBa 06,2025 Punox Vipaina
Mpuaatuait 20 05.2027 Po3mip cepil 6 666 ynaxorok
TIpoToxos aHaaizy Ne (040000601436 KinbkieTh sunyluena B peanizanin [6 060 ynakosox
Kox nponykry SUA040005875050112 Bupobinnua jineusis NKD/543
Po3mip yuaxkosky 157 Pecctpaniiine nocingenns N UA/8193/01/01
Hara Ta yac Bugyexky [24.06.2025 16:25:11 Harta peecrpanii 06.06.2024
Ceprudiar - 055/2024/GMP Jara sakinuenusi peectpauil Heolmeneno
sinnosiggocti HITA o ] ) ) '

[Meumapk GapmachroTikans JTi.
Bupobaur Jinesuug Ne E-37/39, EM.AJILCL, |Kpaina supofunka Tanis

Carnyp, Hacix - 422 007, Iuais

2. Merumapaben | niponinmapabeH.

Tpu sunyery: we menme 90 % i we Ginnwe 110 %
metinapabeny Bif sansrenol KimbKoCT.

Ha mepmin npudamuocini: we verime 80 % i ne
Gitee 120 % Metunmapaleny Big 3asBieHO!
KINBKOCT.

=

Tpu eunycxy: se menine 90 % i ue Ginsue 110 %
nponinnapaGeny Bij sasprenol kinpkocTi.

Ha mepyin npudamuocemi: He menme 80 % 1 He
Gimpie 120 % mponinmapaSeny Bill 3asBieHOT
KIIBROCTI.

90,7 %

3. By THATAPOKCUTOIY O,

[pu sunycxy: He Menme 90 % i ne Ginpwe 110 %
BiJi 3as7BJIEHOT KilbKOCTI,

Ha mepmin npudamnccmi: ve menme 80 % i we
Ginpine 120 % wig 3agsnenol KiaskocTi.

93,8 %

6. Mixpobionoriuna
HHCTOTA

3aragbHa KLIBKICTH aepolHMX MIKpOOpraHizMis
(TAMC) #e 6insiye 102 KOV/r

Inicenesi i apbxawosi rpudu (TYMC) we Ginbie
10' KYO/r

- Staphylococcus aureus sigcyras sl r

- Psendomonas aeruginosa  Biucyras B 1 T

- Burkholderia cepacia complex siacyrisns I v

<10 KYOir

<10 KYO/r

BijcyTHi
Bigeyrai
Bincyrui

Hpwminice: “JauuM _TapanTyeMo, 110 HABEJECHA BUILE indgopmanis e 10CTOBIPHOK i Touneio. o cepiro npoaykuil 6yno
pHpoGTeH0 (BKIIOUAIOYH YIAKOBKY / MapKyBampg) | rpopeneno KOHIDOIb T gxocTi pa pumesrazaidl ningnui 8 OOBHIHA

Blgnopianoci 3 BAMOLaMH GMP, BCIaHOBICHUMU MICLEBHM DErySISTORHMM OpPraHoM, 2 TakQm Y pianopinnocti 3l

creundixaisMy, 110 MICTATLCS B DEECTPanifiHOMY. A0CHE alo _peecTpauiifuoro nocpiayeHns Kpainy-supodunLa abo xpaliy-

IMIIOpTepa, AKINO NROIYKLLG _IMOORTOBAHO, aBo B jaoche cnennadiraliil Ha npenapar s AOCTKYRAHOTO JHKAPCHKOTO

sacoly. TIDOTOKOMY BUPOOHHITEA, YIIAKOBKY Ta anailizis Oy HOPernauyTi i BETANOBICHO BianosinHicTs GMP.

MiaroToBACHO

Heperipeno 3aTBepPILKEHO

Ins: TIpanin Tere

Ing’s1: ITpabxaxap Harin

I’ Manoit Slnan

BIJULIAY KOHTPOIIO SKOCTI

Tlocasa: Buxonasunit coispobituuk | Tloeana: Menelwep i '

KOHTROO SKOCT]

Gesvieenna SKoCTi

ana: IToMigHMK MeHeLxepa 3

Hara: 24.06.2025 10:42:15

Hara: 24.06.2025 14:1 (L,

.06,202’5/’16:25:1 1

Tie enexyporinil AGRYMONT, TOMY HE N0Tpelye uisnuey
I'aenmapk ®apvacsoTarans JIra.

Hissusus Ne B-37/39, B At JH.CLL, Carnyp, Hacix - 422 007, Tysitin
T 01253 6613999, 6613748, @: 91 253 2352707 W: www. glenma
Opuamsii adic: B2, Maxanasumi Yembicpe, 22, Y»\ysmnxau Zle
CIN - L242‘>9’vﬂ]1977}’l_£0[9'1 w2 Fraail 1d: comptiancenfcrrdvie nrmu}mhwrﬁlﬁ%
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