Cepmudhiram auanizy

Hassa npenapaty: KAJIGIEMIH® Axganc TaGiersn sepiti ofosonicoro Kopa npogyrry: 2843A
Pozatip narysauns: Ne60 Hontep cepii: 000278
Tun ynakeski: 1o 1 uraxody B kaproRHiH ynakosi Tepmia npugarnocric 12/2023
Jara supobunursa: 12/2020 Kinbkicts, 1o3s0/eHa go peanizanii: 40920 ym.
Hontep no3sil: 1600480 Kpaiua immoprep: Yxpaina
Kaien: Baliep Peecrpauiitne cpinourso: UA/7110/01/01
®opra go3yBanus: TabneTkH
potoron Ne: 02215009

Tect Creuudiranis PeaynsTar
Omnie Ospansha TabjleTka, BKpHTa 000JIOHKOI0 POKEBOTO KONEOPY, 3

: i . o N Binnosixae
[ONIEPEYHOIO HACIIKOIO IOCEpeNHHi ORHiET 3 CTOPiH.

SAnpo Tabnerxa
Cepesns maca TaueTion Snpo 1,770 r£+35% cep. Bara 1,758 r 1,819
Tabnerxa 1,823 r+5% MiH, 1,722¢ 1,768 r
MAKC. 1,796 r 1,875r

Bimxuneuns Macy 18 3 20 Tabnerok He NOBHHHO
niepesuyRaty 5% Bix cepenusol Macu Tabmerxu. Timsxu 2

Bigxuneus 8 Mact Tabnerin 3 20 MOXYTE MaTH BIZXHNEHHS BiZ cepeAHBOl Macu Bifftoninpe
ne Ginsmre 10%.
Brpara 8 maci npn sucymypanui He 6insme 5% 17%
Pozunncnust (Ca) He menue 75 % (Q) yepes 30 xs 113%
Poznan TM-013 He Ginpe 45 xpunnyg Bianosinae
Ca Mg Zn
Bimnosixae | Bimmosinae | Binnoginae
Ca, Zn, Mn, Mg, Bop & Cu no ICP Cu Mo Boron
Binnosinae | Binnosinae | Binnosinae
Maxenmymu Turany (rioxcun) Ha cuexrpi 3paska,
e 3 cami, mHo i Ha crexTpi cTanxapty N/A
(srbipxoBAit KORTPOIS HPOBOAWATECH JIIA KOMHOT
Inentudicauis TM-013 10 cepif) —
TIpoBOAMTHCS OHOUACHO 3 TECTOM KilNlBKiCHE
BusHayeHHM. Yac BUXoxy ocHoBHOrO miKy Vit D3
Ha XpOMATOrpaMi 3pasky cHiBmagac 3 yacoM Bipnosinae
BUXOJIy OCHOBHOrO NiKy HA XpoMaTorpaMi
CTaHIapTy
FD&C qeprornit Ned), FD&C Crnilt Nel Ta
FD&C Xortnit No6 (BuGipkoBmit KOHTPOIE N/A
TPOBOMKTECH JUIF XoxkHOL 10-1 cepii)
Kamsuiit 90%-125% 104 %
(xapbonar & nurpar) Buauenns | 500 ur | Mexa 450Mr-625mr 520 mMr
Marwiif 90%-125% 100 %
(oken) 3uavennsn | 40Mr | Mexa 36 yr= 50 vz 40 vr
Mapraser (cynsdar) 90%-125% 93 %
3uavenns | L8 mr | Mexa T.620r - 2.25mr 167 wr
Kinpkicue Lunk (oxcuny) 90%-125% 92 %
BHIHAYEHIS TM-1013 | Suavenun | 7,5ur | Mexa 6,75Mr-9,375Mr 6.90 Mr
Bop (marpiro Gopar) 90%-~-125% 120 %
SuasoRex | 250am | Mes! 0,225mr-0,313mr 300 mMxr
0/ _ 0, [)
Mus (oxcnz) 3payenns | L0OmMr [ Mexa 0% 123% 25 %
0,9mr-1,25mMr 1,0 Mr
Bitamin D3 90%-165% 1383%
3nayenns |200 ME| Mexa T30ME-330ME 276 ME
3aransHa KineKicTE . . ;
Mixpofion | aepoSuax Gakrepiit He 6inpme 1000 KYO/T Binnosinae
oriuna SarancHa kinexicts | USP<61> . . .
—— e He 6inrie 100 KYO/r Bianosinae
Escherichia.Coli Bincytnicrs B 1 r Binnoginae
PoGoue nocunanus  VMS-WV-0190/33; VMS-FP-0100/107-109; VIMS-WV-0188/68, VIMS-FP01 /WWBDT-OOUD&, CPC30441; Lot #204017
Iata: 12.02:2021

ST TUM CAMHM CTBEpIKYIO, 110 BHILeIasHaveHa iHdopMallis JocToBipHa | TouHa,
Jlana cepia npofyKuil BUpoGneHa, BKIIO4AIONH YIAKOBKY T& KOHTPONL AKo¢Ti HA BHINEY
Perynsropanx opratis { y siinosiguocti 16 enenadixauil Peectpauiiinoro nocse s Kp

emﬁ JinbHALl B nma 3 oBifHocTi 3 BUMoramu GMP micuesux
i u{gs Aﬁ"okouu.m{p 61-1 uraa cepii, ynakoskH { KoHTposio

xxoc’rl_nepemxayﬂ 1 BIANOBINAtOTE BHMorar GMP. Vei Bimxunenns s cepili 6yiin sakp s?aanucuﬁfe‘p
Tlepesipus: Sally Safo \\’ \,m_.m_“,3 R f 3arsepnus; David Naran
Tara; 12/02/2021 “eon 20 ,'-,:;'} AV ZLa'ra 12/02/2021
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CEPTH®IKAT CEPIL

KAJNBNEMIH® Axsanc Koa npomyxry: 2843A

Cuuia gii/akTHBHICTB: Kpaina supobuui: CHIA
Kpaiua immoprep: Yxpaina

ICaneuit (xapGosat Kans1iio, HHTPAT kansio) - 500 mr/ 1 Tabretka

Bitamin JI3 (xonexansuudepon)— 200 MO/ 1 Tabnerxa

Marniit (okcHa Marsito) - 40 mr/ 1rabnerxa

TTunx (oxeHa unHKy) — 7,5 Mr/ 1 Tabnetxa

Mins (oxern mini)— 1 mr/ 1 rabrerxka

Mapraueus (cynsgar Mapraniio)— 1,8 mr/ | Tabnetxa

Fop { Gopat Hatpiio) — 250 mxr / 1 Tabnetka

Popma A03yBaRHA: TAONETKA BKPHTI 060OHKOIO Peccrpauiiine cigonrso Ne UA/7110/01/01

Po3wmip Ta THI yHaKoBKH: T 60 Tabierox y duaxomi, JlaTa BpoGHuITBAa: 12.2020
o 1 ¢axoHy B ynaxoBui

Cepist Ne: 000278 Tepmin npugaTHocti:  12.2023

Konrpaxr ®apmaxan Kopnopeitmen

IOpuanyna agpeca i pexis: 135 Anamc asewro, Xomnor, Hmo-ropx, 11788, CLIIA
Homep B yHiBepcanbHiii cucremi Hymepanil gannx: 057795122

Axpeca BrpoGuryoi gimeunui: 160 Kommepe Jpaiis, Xomor, Hiio-Hopk 11788, CIIA
Homep ninensii B ynisepcanwaiil eneremi Hymepanit namx: 968334974

Pesynbrar aHanizie ZogaoTsea B ceprudikari aranisy.

KomenTapi:

51 THM caMMM CTBEPJDKYIO, L0 BUINe3a3HayeHa indgopManis xocrosipya i Toura.

Jana cepis nponyxuii BupoGiena, BKIOYAIOYH YIAKOBKY T4 KOHTPOJE SKOCT Ha BHINE3asHayenil AimsHuni B nosHit BianosinHocTi
3 BaMoraMu GMP micuieBux PeryaTopHHX oprasis i y sinnosinnocti o cnenpdixaniit Peccrpaniiinoro zocke B xpaini imnoprepi.
Tlpoxonu BupoBHAITEA Cepil, YIIAKOBKH | KORTpOMO sixocTi meperiakyTi i signosinatoTs Bumoram GMP.

Yrnosnopaskena ocoba

In’st: Thomas Jacob

Tocana/ 0608’ 13ku : Menedoicep 3 xonmponio doxyMenmayii 6iddiny 3abesneyenns axocmi pmn—
Ilimuc: % YKPaTy N
Jlara: 16.02.2021 AT NI
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04071, M.Kuie, Bynuus Bepxuiit Ban, GyauHok 4-B, Ter. +38044 220
1OpuaviHa agpeca: 3300

08330, Kutackka obn,, Gopucrinkcbkuil p-H, €. [lyaapkis, Bys.
Hesanexuacri, 211

Anpeca micln BrpoBamKeHHA AisnsHoCTI:
[ozgin Ha Bunyck (peanizaujito) Ne28106/21/26

A, YrnosHosaxeHa ocoba 3 sikocti TOB «BAVIEPY, nigTEepAXY!O, WO Nikapcokuii 3acit:
HaiimeHysanHs npogykuii: KAJIbLIEMIH® AQBAHC

[Hepxasa-supobHuk: CLIA

Homep peecTpauiiHoro noceiguentsi B Yxpaiki; UA/7110/01/01

Cwvina pii/akTyBHiCTs: Kanbliio 500 mr, Bitaminy D3 200 MO, marHito 40 Mr, UVHKY 7.5 mr, migi 1 Mr, MapraHuo
1.8 mr, 6opy 250 mkr

Tlikapceka chopma: TabneTku, BrkpuTi 060NOHKOI0

PoaMip Ta Tvn nakysaHHs: no 60 TaGneTok y rnakoHi, no 1 dnakory B KapTOHHIl kopobui

Homep cepii: 000278

Paamip cepii: 40 920 ynakosok

[ara supobHuyrea: 12.2020

[laTa sakiHueHHs TepMiRy npuaaTtHocTi: 12.2023

[ata ceprtudikara sikocti cepil nikapcbkoro sacofy, BufaHoro BUPOGHUKOM, ynoBHOBaXeHa ocoba sAKoro
Haziae A03BiN Ha BUNYCK cepil Nikapcbkoro 3acoby:

Na 022150089 Big 12.02.2021

Homep Ta AaTa BUCHOBKY NpO siKIGTb BBE3EHMX NikapCokux 3acobiB:

Ne 28106/21/26 Bip 20.05.2021

HalimeHyBaRHsl, MicLie3HaXoMKeHHsi Ta Homep nilieHail BupoBHvKa, ynoBHOBaxkeHa ocoba aKoro Hajae dossin
Ha Bunyck cepil (3a HasiHocTi): KonTpakt ®apmakas Kopriopeiit, 135 Agamc Asexto, Xornor, Hblo-Mopk
11788, CLUA, 057795122

Ceprudbikat BignosigHoCT HanexHo! BpoGHUyol npakTuki BUPOGHUKa, ynosHoBaxXeHa ocoGa sikoro Hapgae
[03Bin Ha BUNYCK cepil, abo Homepy nocunank y Gasi aaHux EudraGMP (sa HasBHoCTI):

KometTapi (3a HasiBHOCTI):

3asiBa Npo BUNycK (peaniaauito) cepil nikapcekoro sacody:

[o3eonato exasaHuil nikapcbiull 3acié do peanisayii.

Mpiseuwe, iHiliany Ta nocaaa/ssaHHs ocobu, sika BUAana Ao3sin Ha Bunyck cepil: YnosHoeBaxeHa ocoba 3

siocti TOB «BAVEP» Kocrelybkuit K. B. 4.
Mipnuc ocobu, sika BUAana Ao3sin Ha BunycK cepil; /,/
[lata nianvcaHHs fo3BONy Ha BUNYCK (peaniaauiio): 24.05.2021 v //
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JEPXJIKCITYXBA
JTEPJKABHA CJIIVXKBA 3 JIKAPCHKHX 3ACOLBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI
By/1. Bepesuskincbka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Tei. (044) 550-20-55
E-mail: dIs.kyiv@dls.gov.ua,htips://www.dls.gov.ua, Kox €IPIIOY 37079055

BHCHOBOK
PO AKICTHL BBe3eHOoro B Yxpainy JikapchKoro 3aco0y

20.05.2021 Ne 28106/21/26

KAJLIEMIH® AJIBAHC

(HaliMeryBaHES NiKapCEKOTO 33c00y STIAHO 3 PeeCTPALi MMM TIOCBIIMCHHAM)
Ta6JIeTIH, BXPUTI 060101010, IO 60 TabaeroK y duraxconi; mo 1 duaaxony y kaproHmii
Kxopooui

(dbopma BUITYCKY, NOIYBAHHS, BUL NAKyBAHHA nikapcskoro 3aco6y)

Howmep peectpanitisioro nocsinuerrs UA/7110/01/01 crpox aif peectpantiifnoro nocsixterns HEOOMeKESHIH

Cepis nixapcrkoro 3aco6y Ne 000278 KinbkicTs BBE3eHoro Nikapeskoro sacoby 40920
BupoGRuK Korrpaxt Papmaxan Kopnopeius, CIIA
(uatimenyBarms BupoSHyKa Jlikapcsxoro sacofy, kpaina TIOXOKEHHA)
Bresero B Vipaigy TopapucTBO 3 00MEKEHOI0 BigmoBigannuictio "Baiiep", inent. ko
22911794

(ma¥imenyBanns Ta kog sa EJIPTIOY 1opunwuxol ocob abo npisBuiLe, iM'a, 10 GaTEKOBI (isvmHOl
ocobu - mignpremny, if Miclie NPoXHBAHAA T4 peectpaniiinuli Homep 0OniKOBOT KAPTKY IUIATHHKA
roxaTkis aGo cepis T4 BOMEp nacnopTa)

IIporokon Bisyanskoro koutpouio sin 20.05.2021 X 1518/3.

3a pesyNsTaTaMH  JIGKABHOTO KOHTPOJIO BCTAHOBJCHO, IO mixapcekuil 3aci6 BBeseHO B VkpaiHy 3
AOTPUMAHHSIM BIMOT 3aKOHOABCTEE MOMO 3a6e3ne e I skoeri JiKapesKHX 3acobiB.

Muxona XOJIOJEHKO

" ! (nipnuc) (imiwiany Ta npissHme)

HauansHuK

(mocanosa ocaba opray Ae

M.IL




cpc

CEPTU®IKAT CEPII
KAJBIEMIH® AaBanc Koxa npoaykry: 2843A
Cuuna pii/akTuBnicrs: Kpaina supo6unk: CIHIA

Kpaiua imnoprep: VYkpaiia
Kansuiti (xap6oHaT kanbuilo, HHTPAT Kasbuiio) - 500 mMr/ 1 Tabnetka
Bitamin [I3 (xonexansuudepon) — 200 MO/ 1 TaGnerka
MarHiit (oxcun marsiio) - 40 mr/ 1Tabnerxa
Llnuk (oxcHzn unHKy) — 7,5 Mr/ | Tabnetka
Mins (oxcun miai) — 1 mr/ | TaGnetka
Mapraneus (cynasdar Mapranmio) — 1,8 mr/ | Tabnerxa
Bop ( 6opar natpito) — 250 mr/ 1 Tabnerka

®opma go3yBaHHN; TabneTku BKpUTi 060I0HKOIO Peecrpaniiine cBigourso Ne UA/7110/01/01

Po3mip Ta THR ynakoBkH: 1o 60 Tabnerok y ¢pnakoHi, Jara Bupobuunurpa: 07.2020
no 1 durakony B ynmaxoBui

Cepin Ne: 060582 Tepmiu npuaarHocri: 07.2023

Kontpakr ®apmaxan Kopnopeiinen

FOpuznuna agpeca i pexis: 135 Anamc asemio, Xonor, Heto-Hopx, 11788, CILIA
Howmep B yHiepcaasHiii cueremi nymepanii xanux: 057795122

Axpeca Bupo6uuyoi gianuuui: 160 Kommepc Hpaiie, Xonor, Heio-Hopk 11788, CIIIA
Homep siuensii B yniBepcasbniii cneremi Hymepauii gannx: 968334974

Pesynetar aHaiisiB nogaroThes B cepridikari aHamiy.

Komenrapi:

S TiM camum CTBEP/IKYIO, LLIO BHINEIa3HAEHA inopmauis nocrosipHa i TogHa.

Hana cepis npouymm BUpoOIeHa, BIIIOYAIOYH YUAKOBKY Ta KOHTPOIT AKOCTI Ha BHINE3a3HaYeHil AifBHALI B NOBHIE BiAOBiAHOCTI
3 puMoramu GMP micnesux Perymopﬂux opraHis i y BignosizgHocTi o cneuu(bmaum Peectpauiiinoro gocke B kpaini iMnoprepi.
INpokonw Bupo6HHIITEA Cepil, YIIAKOBKH i KOHTPOIO AKOCTI NepersuyTi i BinmosinaoTs BiMoram GMP.

YnosHoBaxxena ocoba

Im’a: Thomas Jacob

Tocana/ 0GoB’ a3k : Mewnedocep 3 konmponio doxymenmayil 6id0iny 3abesnevenns sicocmi

IMignuc:

Jara: 26.08.2020
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Cepmuhixam ananizy

Ha3sa npenapaty: KAJJBIHIEMIH® Ansanc ta6aerkn Bkputi oGosionioro
Po3smip naxyBanns: Ne60

Tun ynakoskn: no 1 duakony B xapTonHi#t ynaxosii

Jara supobunursa: 07/2020

Homep nosuuif: 1600480

Kon npoayxry: 2843A
Homep cepit: 060582

Tepmin npugatHocri: 07/2023
Kinbkicrn, no3sosena no peanisaunii: 41088 yn.
Kpaina imnoprep: Ykpaina

Knienr: Baiiep Peecrpaniiine caigourso: UA/7110/01/01
Dopma no3ysanHs; TabneTku
IIpoTokosa Ne: 0820S015
Tect Crneundikanis Pesyabrar
Onue Osansna Ta6ierKa, BKpUTa 060J0HKOIO POKEBOro KOIBOPY, 3 Binnosinae
NOMEPEYHOIO HACIYKOIO Nocepeuni oiiel 3 CTOpin.
Snpo Tabnerka
C 6 Sgpo 1,770 v+ 5% cep. ara 1,769r | . 1,826T
CPERNAMACA TRDACTHN TaGnerxa 1,823 r 5% MiH. 1,741 1 1,779 r
MakKc. 1,814 r 1,904 r
Binxunenus Macu 18 3 20°tabnetok He IOBHHHO
. nepesuiysatit 5% Bin cepeiHboi Mack Tabnetku, Tinbku 2 : "
Bigxuaenns s maci Tabneri 3 20 MOXKYTE MaTH BiIXHICHHS Bili CEPEAHEOT MacH Binnosizae
He Ginsize 10%.
Brpara B Maci npu Bucyurysanui He Ginsiue 5% 2.2%
Po3unuenns (Ca) He menwe 75 % (Q) uepes 30 xs 105 %
Po3nan TM-013 He 6insme 45 xswinn Binnosizgae
Ca Mg Zn
.  Binnosizae | Binnosinae | Bianosigae
Ca, Zn, Mn, Mg, Bop & Cu no ICP Ca Mn Boron
Binnosigae | Bignosinae | Bianosinae
Maxcumymu Turany (niokcun) Ha cnexTpi 3paska,
i % cami, ujo i Ha cnexTpi craunapry N/A
(Bu6ipkoBuit KOHTPO/IE NPOBORUTECA. VI KOKHOT
Inentudikanin TM-013 101 cepf) —
TpoBoAUTECA OHOUACHO 3 TECTOM KilTbKiCHE
BH3HAYCHHAM. Uac BUXONY OCHOBHOrO Ky Vit D3
Ha XpoMaTorpaMi 3pasky cliBfafac 3 4acoM Binmosinae
BUXOJIY OCHOBHOrO TIiKy Ha XpomMarorpami
CTaHHApTY
FD&C yepsonuit Ned0, FD&C Cuniit Nel ta
FD&C Xosruit Ne6 (BuGipKoBuli KOHTPONE N/A
NPOBOAMTECH 1 KoxHoT 10-i cepii)
Kanbuiit , 90%-125% 119 %
(xapGonar & uutpar) 3uaveina | 500 ur | Mexa 450mr-625mr 595 wr
Marwit , 90%-125% 104 %
(okeuxn) 3uavermn | 40mr | Mexa 36 Mr-50 Mr 42 Mr
Mapranuen (cynsdar) 90%-125% 112 %
3navenns | 1,8 mMr | Mexa 1.62Mr - 2.25wr 2,02 Mt
Kinbkicue Iunk (okcux) 90%-~-125% 117 %
BH3HAYEHHA TM-1013 | 3wauenns | 7,5mr | Mexa 6,75mMr-9,375mr 8.78 mr
Bop (uatpito Gopar) , 90%-125% 108 %
3nauenHa | 250 mxr| Mexa 0.2251r-0,3 13mr 370 MKE
Minp (oxcuz) ) 90%-125% 113%
3uauenns | 1,0mr Mex(a‘ 0.9mr-1 25mr 1 aar
Bitamin D3 90%-165% 156 %
3navenns | 200 ME | Mexa 180ME-330ME 312 ME
3aramsHa KinbKicTs N i . .
Mixkpobion | aepoBuux Gaixrepiit He 6insuie: 1000 KYO/r Binmosinae
oriuHa 3arampHa kinbkicts | USP<61> ; : . .
ricToTa i —— He 6inswe 100 KYO/r Bianosizaec
Eschenchla Coli Bmcy'ruic'rs B l r anosmae

Lot#202296 JHara: 24 08 2020
51 THM caMHM CTBEDILKY!O, WO BHUE3a3HaueHa iHGOpMaLis ROCTOBIPHE | TouHa.

Hana cepis nposyxkuil Bupo6aesa, BINOAIOH YIAKOBKY T4 KOHTPOL XKOCTI HE BULLEIaIHY
Perynaropunx oprasia i y simmosiasocti so cneuudixanii Peectpauilinoro socse B kpaiui
AKOCTI MEPErNAHYTI i BiAnosinaloTs Bumoram GMP. Vel Binxunenns B cepii 6ynu 3axpuTi

octi 3 sumaramu GMP Micuesux
cepil, ynakoBKH i KOHTPOMIO

[Nepesipus: Sally Safo
Jlara: 24/08/2020

paus: Dand Naran

aTa: 24/08/2020




04071, m.Kuis, Bynuus BepxHiin Ban, 6yauHok 4-B, Ten. +38044 220
OpuauuHa appeca: 3300

08330, Kuiscbka obn,, Bopucrinbobkut p-H, ¢. flynapkis, Byn.
HesanexHocri, 2/1

Appeca MicLis BNpoBapKeHHA AiANLHOCTI:
Hossin Ha Bunyck (peanisauito) Ne70436/20/26

A, YnoeHoBaxeHa ocoba 3 sikocti TOB «BANEP», nigreepaxyio, WO nikapcbkui 3aci6:
HaiimeHyBaHHA npoaykuii: KANbLIEMIH® AIBAHC

Oepxapa-supobHuk: CLUA

Homep peectpauiitHoro nocaiguenHs B Ykpaiti: UA/7110/01/01

Cuna gii/aktusHicTb: kanbuito 500 mr, Bitaminy D3 200 MO, marHito 40 Mr, uuHKy 7.5 Mr, Migi 1 mr, mapraHuio
1.8 mr, 6opy 250 mkr

Jlikapcbka cbopma: Tabnetku, BKpuTi 06010HKOI0

Po3amip Ta Tvn nakysaxHs: no 60 Tabnetok y chnakoi, no 1 cnakoHy B KapTOHHIA kopabui

Homep cepii: 060582

Poamip cepii: 41 088 ynakoBok

[ara supoBHuyrsea: 07.2020

[ata 3akiH4eHHs TepMiHy npugartHocti: 07.2023

[ata cep‘rwcbmaTa AIKOCTI cepn nikapcekoro 3acoby, sugaHoro Bmpoﬁﬂmkom ynosHoaxeHa ocofa skoro

Hagae [O3BIN Ha BUNYCK cepii nikapcbkoro 3acoby:
Ne 08205015 gig 24.08.2020

Homep Ta gaTta BUCHOBKY NPO AKICTb BBE3EHUX NNiKapCbkux 3acobis:
Ne 70436/20/26 Big 17.12.2020

HalimeHyBaHHs, MicuesHaxoMKeHHs Ta Homep nilieHsil BupobHuKa, ynosHoBaXeHa ocoba AKoro Haaae 403sin
Ha Bunyck cepii (3a HasBHocTi): KoHTpakr ®apmakan KopnopeiwH, 135 Agamc Asexio, Xonor, Heio-Mopk
11788, CLUA, 057795122

Ceprudikatv BignosigHocTi HanexHol BUpobHU4OT npakTuky BUPODHUKA, ynosHoBaxkeHa ocofia sikoro Hapae
£038if Ha BUNYycK cepil, 260 Homepyu nocunadb y 6a3i gaHnx EudraGMP (3a HasBHOCTI):

KomeHTapi (3a HasiBHOCTI):

3anBa npo Bunyck (peanisauito) cepil nikapcbkoro 3acoby:
Ho3eonsio exazaxull nikapcukull 3acié do peanizayfi.

Mpiseuwe, iHiuianu Ta nocapa/asaHHs ocobu, fka Bugana A03BIN Ha BUNyck cepii: YnosHoBaxeHa ocoba 3
akocTi TOB «BAVEP» KocTeubkwii K. B.

Nignuc ocobu, sika BuAana A03BIN Ha BUNYCK Cepil: y /%
[laTa nianucaHHs fo3sony Ha eunyck (peanisaiio): 21.12.2020 A0
Supplement REGS-DE15-SUP-001061 » Page 1 of 1
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Certiét(:ate 0é ‘Analgsis

Product Name : Calcemin Advance Tablets Product Code: 2843A
Package Size: 60 tablets in bottle Lot No. : 060582
Date Mfd : 07/2020 Expiry Date: 07/2023
Item Number: 1600480 Quantity Released : 41,088 units
Customer : Bayer Importing Country : UKRAINE
Dosage Form : Tablet Marketing Authoriztion
eport No.: 08208015 Number : UA/7110/01/01
ﬂ Test Specification , , - Result
i Description Modified oval-shaped, bisected tablet film-coated rosy pink ] Conforms
ptio —
) Core | FP
Core:1.770 g +5% Avg Wt 11,7699 [1.826g
Average Tablet Weight FP:1.823 g £5% Min |1.741g |1779 g
‘ Max. [1.814g {1.904g
, 18 of 20.are within 5% of average weight and 2 of 20 may not deviate from
Weight NVariation‘ average weight by £10% ‘ Conforms
Loss on Drying APC) NMT 5.0% . 2.2%
Dissolution (Calcium) NLT 75% (Q) after 30 minutes 105%
‘Method Ref,
Disintegration - TM-013 . Max. 45 minutes Conforms
Ca ¢ Zn Ma
Minerals by ICP Conforms Conforms | Conforms
Mg . Boron cu
Conforms | Conforms | Conforms
Identification TM-013 Titanium Dioxide by ICP (Performed on every 10° lot)
' The titanium pesk obtainied for the sample correspords (o that obtained for the N/A
standard . ;
" Retsntion Time (RT) of the msjor pesk of Vit D3 in the chromatogrim of the
assay preparation correspond fo that in the chromatogram of the standard Conforms
Ppreparation
 Dyes Vel Yellow#6,Red#40, BluchT; Fer CPC procedurs 15 N/A
performed every 10" fot
Calcium (Carbonate , i 90%-125% 119%
& Citrate) Label: | 500mg | Limit 450 mg -625 mg 595 mg
. o 90%-125% 104%
i ‘ ] ]
Map)fs um (Oxide) Label 40 mg Limit; I6mg -S0mg 22 mg
' - 90%-125% 112%
Sulf: H B Amit;
Manganese (Sulfate) Labe 1.8 mg Limit T62mE 525 05 m
. . i ' , 90%-125% 117%
A T™-013 . , :
ssay ‘ch (Oxide) Label: 7.5mg . Limit: 675 me 9375 ma 878 mg
. . . 90%-125% - 108%
Boron (Sodium borate) Label; 250 pg Limit: D5z 313 g 370G
, . . . 90%-125% 113%
Copper (Oxide) Label: 1.0mg Limit; 09 mg 125 mp T
- " § 90%-165% 156%
Vitamin Dy - Label: 20010 ’ Limit: T80 TU 330 TG 31310
Total Aerobic Count usp . Max 1000 cfi/g Conforms
Microbial [Total Yeasts & Mold <61>
' Max. 100 f
Analysis Count | ax. 100 cfu/g Conforms
L Escherichia coli USP<62> || Negative/g: Conforms
\ VMS-WV-0175/155; VMS-FP-0096/68; VMS-WV-0177/160,131; VMS-FP~0089/83-86: VMS-FP- .
| WorkRef.:  Vol/Page: 0103/32; VMS-FP-0079/124;VMS-DT-001/95; CPC 28491: Lot # 202206 Date : 8/24/20
I hereby certify that the above inf ion is authentic and ‘This batch of product has been fabricated/mautffiErared ilﬁ[ud kaging and quality cantro] at the above mentioged site in full compliance
Lvith the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Al fation idportitiy codptry. The batch processing, packaging and analysis was performed in
rompliance with GMP. Any deviations associatéd with this batch have beea closed and filed with the bat

mugjé; Oy o

Verified by: ¢ Approved " [ il N oG
Date: 92 1 2412020 v /©/f Date: 05{.}4 oo
%'3‘ ,i
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CONTRACT PHARMACAL CORP.

BATCH CERTIFICATE
CALCEMIN® ADVANCE Product Code number: 2843A
Strength / Potency: Manufacturer country: USA
Calcium - 500 mg
Vitamin D3 — 200 [U Importing country: Ukraine
Magnesium - 40 mg
Zinc - 7.5 mg
Copper - 1 mg
Manganese — 1.8 mg
Boron — 250 mcg
Dosage form: film-coated tablets Marketing authorization number: UA/7110/01/01

Package size and type: bottle No. 60 tablets in bottle; 1 bottle in pack Date of manufacturing:07/2020

Batch number: 060582 Expiry date: 07/2023

Contract Pharmacal Corporation

Legal address and release; 135 Adams Avenue, Hauppauge, NY 11788, USA
Data Universal Numbering System Number: 057795122

Address of manufacturing: 160 Commerce Drive, Hauppauge NY 11788, USA
Data Universal Numbering System Number: 968334974

Results of analysis are provided in the attached Certificate of Analysis.

Comments;

manufacturer country or importing country, if product was imported, or product specification file for investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP,

Authorization of Batch Release '

Name: Zetomas ool

Positionttitle: @4 Loeyrmens Corw 2R84 SPECIILIET

Signature; ‘ -»»\J) i

Date: Aus ey .é’ L__ROLO
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JEPXJIIKCJIY)KBA
JEPXKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI
Byn. Bepesnskineska, 29, Kuis, 02098, ten./dakc: (044) 550-23-55, Tei. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox EAPTIOY 37079055

BHUCHOBOK
Nnpo AIKiCTH BBe3eHOro B YKpaiHy JikapchbKoro 3aco0y

17.12.2020 Ne 70436/20/26

KAJIBIIEMIH® ATBAHC

(naliMeHyBaHHA NiKapcbkoro 3aco0y 3rifHO 3 peecTpauiiiHiM NOCBITMEHH M)
TabJeTkn, BKpUTi 060,10HKOI0, M0 60 TaGieToK y duraKoni;
no 1 ¢uakony B KapTOHHIN KopoOui

(dopma BunyCKY, 103yBAHHS, BUA NaKyBaHHA JiKapcekoro 3acoby)

Homep peectpauiiinoro nocsimaenus UA/7110/01/01 crpok xif peectpauiiinoro nocsimuents HeOOMEXKECHUHA

Cepia nixapcbkoro 3aco6y Ne 060582 KinbkicTs BBe3eHOrO0 ikapcskoro 3acoby 41088
Bupo6Huk Kontpakt Qapmakan Koprnopetimn, CLIA
(naliMenysaHis BUPOGHUKA TiKapCEKOTO 3800y, KpalHa MOXOIKEHH)
Baesero B VkpaiHy TosapucrBo 3 00MesxeHor0 BianosinaasricTIo ""Baiiep", inenr. xon:
22911794

(natiMeHyBakHs Ta koA 32 €/IPTIOY topuanusol oco6H a6o npissuute, iM'a, no GaTskosi disuumol
oco6u - nignpuemuy, ii Micue npoxusanHA Ta peectpauilinuit Homep o6nikoBOT KAPTKU NAATHHKA
noAaTkis abo cepid Ta HOMEp nacnopTa)

TpoTokon sisyansroro koutposmo Big 17.12,2020 N 4021/2.

3a pesynpTATAMH JEPKABHOrO KOHTPOJNIO BCTAHOBICHO, ILI0 Jikapcekuit 3aci6 BBeseHo B Vkpainy 3

JOTPHUMAHHAM FOZaBCTBA W00 3abe3rneweH s AKOCTi Nikapehkux 3acoBis.

//
1)
/ Muxkona XOJIOAEHKO

(ninnuc) (iniuiani ra npissrme)
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