JEPKABHA CJHYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA
Y JHINMPOIIETPOBCBKIA OBJACTI

Huinpo, mn.Co6opna,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €IPTIOY 37070665

BUCHOBOK
NPpo SIKicTh BBe3eHOro B YKpainy JikapchLKoro 3acoly
13.08.2023 Ne 40936/23/0411
TOTEMA

(HaliMeHyBaHHA NikapchKkoro 3aco6y 3rifHO 3 peecTpalitHiM MOCBiqUEHHIM)
PO34MH OpajibHMIi , o 10 MJ1 B ammy.ti; mo 10 ammy.1 B yapyHkoBiii ynaxosui; no 2
YapyHKOBi YIIaKOBKH B KapTOHHIil Kopo0ui

(dopma Bumycky, n03yBaHHS, BUA NaKyBaHHA JiKapCchKOro 3acofy)

Homep peecrpauiiinoro nocsizuenns UA/7854/01/01 crpox aii peectpaniitoro nocsimuenns 01.01.2099

Cepis nikapcskoro 3acoby Ne 65546 Kinbxicts BBe3€HOTO Jikapchkoro 3acoby 637
Bupo6HuK Innorepa lly3i, ®panris
(ualiMeHyBaHHS BUPOGHHKA Jikapchkoro 3aco0y, KpaiHa MOXOIKEHHS)
Beeseno B Vkpainy TorapuctBo 3 06MexeHoI0 BitnosBigaasuictio ""BaJlM", inenr. kon:
31816235

(nalimeryBaHHs Ta kox 3a €JIPITOY 1opuauuHoi ocobu aGo npizsuiue, iM's, 10 6aTEKOBI PisruHOT
oco6u - nignpueMd, ii Micue npoXkuBaHHA Ta peecTpauilinuit HoMep 06IiKOBOT KAPTKH MIATHUKA
nonartkiB abo cepist Ta HoMep nacrnopTa)

MpoTtokon Bizyannuoro kourposo six 12.08.2023 Ne 07-01/2327/2.

3a pesynsTaTaMH JEpKABHOTO KOHTPOJIO BCTAHOBJNEHO, INO JIKApChKHM 3aci6 BBe3eHO B Vkpainy 3
AOTPHMAHHSAM BHMOr 3aKOHOJIABCTBA IIO/0 3a0€e3MeueHHs AKOCTI JIiKapChKUX 3acobiB.

Havansauk JlepxaBHoi cityx0u 3
JKapchKUX 3ac00iB Ta KOHTPOJIIO 3a

. - HOnis OBYAPEHKO
HapKoTHKaMH y JIHITponeTpoBChKiit
obmacTi
(mocanosa ocoba opraHy AepKaBHOI'0 KOHTPOJIO) (ninnM) (iniwiany Ta npizsuiLe)
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INNC

INTERNATIONAL

BupoGauk: % Manufacturer:
IHHOTEPA HIY3I\VINNOTHERA CHOUZY
Pio Peite Hlanrepeo. Hlysi-cop-Cic. Bamoap-ciop-Cic, 41150, @panuin \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150,

France

CEPTH®IKAT AKOCTI Xe \ QUALITY CERTIFICATE N°G40001167888

JABOPATOPIS] IHHOTEK IHTEPHACBHOHAJTb \ LABORATOIRE INNOTECH INTERNATIONAL

Tlpoaykr: Torema, posuns opashunil ne 10 ma B amnyaax, Ne20 \ Product: Tot*hema, oral solution, 10 ml in

ampoules, Ne20

Axrinna peuosuna: | amnysa (10 son) micrurs: saniza (y surasai saaisa mmmm‘ly) -
BHIARAL MAPramo raokosatTy) — 133 mrs s (y auwrasad siai casokosary) - 0,7 me
Active ingredient: | ampoule (10 ml) contains iron (in the form of ferrous gluconate) - 50 mg; manganese (in the
form of manganese gluconate) — 1.33 mg: copper (in the form of copper gluconate) - 0.7 mg

Peectpanifive nocsiguennn (PI1): Ne UA/7854/01/01 sin 16.08.2018\ Registration certificate (RCY:

Ne UA/7854/01/01 dd. 16.08.2018

Hin PIT: neobBmeaena \ Validity of RC: unlimited

Jiueisia pa pupodunurso: Ne M 20/172 pia 12,10,2020 \ Monufacturing |

50 mr; maprawmo (y

icense; Ne M 20/172 dd. 12.10.2020

Homep cepiit
Batch number:
65546

MAara surorosaenns | Manufacturing date: 06:2023
Tepsin npuaarsnocti \ Expiry date: 05/2025

per batch (packs): 11845

Kiankicrs apoyxitii 8 copii {ynakesox) \ The number of products

Arautis sriano sumor aiownx MK na npenapar Tovesa, poywun apaasnnii no 10 ma 8 amnyaax, Ne20 \ Analysis according to the current
QCT (quality control technigues) requirements for the product Tot’hema, oral solution, 10 m! in ampoules, Ne20

Haimenysannn nokaiunkis \
Characteristics

MeToas KOHTPOIIO
\ Control methods

Bumorn MK (ciienngixanil) \ QCT (specification)
requirements

Pesyanrara \ Resuits

Omse & Deseription

Bisyvamuo
Visually

Hposopa piansa TEMHO-KOPHUHEBOYO KOABOPY,
Moxmsa npHeyTHiCTs apiGrore ocany Clear dark
brown liquid. The presence of fine precipitate is
possible.

Bianosiaac s Complies

Laewrrndikauin \ Identification

Mias \ Copper

€0, (2221
Ph.Eur. (2,225

Lipu mamrvexy: Floswrusna \ At release; Positive
Iporaros TepMiny 1 i: ~ \ At shelf — life: NA

Bianoniaac \ Complies

Bauizo ) bron

Ca. (2223
Ph.Bur, (2.2.23)*

pu sunvery: Moswrusial At relesse; Positive
Llporsrom tepminy ppuaarsocti: - \ AL shell~ life: NA

Bianosiaac \ Complies

Mapraneus \ Manganese

€., (22235
Ph.Eur. (2.2.23

L]m;,ygmw TNoswrusia ) At release: Positive

OTHIOM TCPMIHV 1T Hocti: - 5 At shelf . life: N

Bianosiaac A Complics

Harphio Bersoar | Sodivm benzoate | €. {2229y l“Tgu suiveky: Hoswennna\ AL release; Positive Bianosixac \ Complies
Ph.Eur. (2.2.29)* [poearom Tepminy npnaarsocti: - ' At shelf - life: NA
Tmu\ T R AW IF 13
OB ev st sﬁaﬁmk&mﬁc "1 T Crdpudivanis 10,0 103 w11V 10.0 - 103 ml 10,1
volume | § | BHpOGIIKG |
! ESOS il ) ] Bpecification of
P © manpfacturer
pH (ans 10% posspiny) LpHh (fop "¢ €. (22334 4.0-5044.0-50 43
10% solupion)  “iuiA noyariadll  PhEbr (2.2.3)*
[orausanns © Absorbance C.b, (2225 06~-09.0.6-09 07
Ph.Eur, {2.2.25)*
Pycrmma\ Density Cd, (2.2.5*3 !.lm,LﬁmL&ﬂ 1,14 - 126 t/mal 1,20

Ph.Eur. {2.2.5)*

1 iy npi 1-\/\1 shelt' - life: NA

3anize oxwene | Ferric iron

€. (2.2.2
Ph.Eur. (2.2

5
25

Ipu Bamg_t_:x -/ AL mim g NA
s 1M/ 10 M At
2!_]5_!1‘ life: < 10 mgil() ml

Hporay

He npososumees A NA

Kiznricne suinauenns \ Assay

3aaizo \ lron E®. (2223 30,0 mi/10 sur = 5% (47,8 ~ 52,5 mr/10 st 513
Ph.Eur. (2.2.23)* 50.0 mg/10 ml = 5% (47.5 - 525 mg/10 mi)

Maprasieus } Manganese C.P. (2.2.23)* 7 B33 mp/10 ma £ 3% (1,26 — 1,40 Mr/10 mu) A 1.37
Ph.Eur, (2.2.23)* 1.33 mg/10 ml = 5% (1.26 - 1.40 mp/10 mi)

Miaw\ Copper Cab. (2,223 0.70 mr/10 ma £ 10% (0,63 ~ 0,77 M/ 10 s\ 0.73
Ph.iur. (2.2.23)* 0.70 mg/10 ml £10% (0.63 — 0.77 mg/10 mi}

Harpio Genzoar . Sodium benzoate Cab, (222995 20,0 wmr/10 M % 5% (19,0 - 20,0 /10 s\ 199

Ph.Eur, (2.2.29)*

20.0 mg/10 ml 4 5% (19.0 - 21,0 mg/10 mi)
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Npoaywr: Torema, pozuns opanssmit no 10 sa 8 amnyaax, Na20 \ Product: Tot'hema, oral solution, 10 ml in Howmep cepii |
ampoules, X220 Batch number;
Axrasna pesosunar | ammyia (10 M) Micruts: 3anize (y ewrasai saaiza raokonary) — 50 mr; mMapramio (y 65546
BUrANLI MAPTENINO FAKONATY) ~ 1,33 mr; mini (y swrasai mini rivoxonary) - 0,7 mr

Active ingredient:1 ampoule (10 ml) contains iron (in the form of ferrous gluconate) — 50 mg: manganese (in the
form of manganese gluconate) — 1.33 mg; copper (in the form of copper gluconate) - 0.7 mg

Peecrpaniiine nocsinvenus (PIT): Ne UAS7854/01/01 sin 16,08.2018\ Registration certificate (RC):

Ne UA/7854/01/01 dd. 16.08.2018

His PTL: meoGmenenn \ Validity of RC: unlinited

Jlinensia va pupoGumiTeo; Mo M 20/172 8ia 12.10.2020 \ Manufacturing license: No M 20/172 dd. 12.10.2020

Mixpobionoriuna uncrora) CO.{(26.12- B 1 ma onpenapary aonyekacrnes 3 In 1 ml of the
Microbiological purity 2.6.13)*\ Ph.Eur. | product it is acceptable:
(26.12-2.6.13¥* | 3aranume uncao aepobuux Mikpoopranissis (TAMC) < 10

e Giasme 107 KYO/n 4 totaf acrobic microbial count
(TAMC) not more than HF CFUML;

3arameHe 4MCAO ApDKOKOEMX | muticenesux  rpuGin <10
(TYMC) ne Ginbure 10" KYO/Ma\ total combined veasts
and moulds count (7YMC) not more than 10° CFU/ml;
He gonyexacrses \ it should be absent:

Escherichia colifma Escherichia colifmi Biacyrhiftmay
Absent/mi

*Hisrse sud, €., \ Ph.Ewr. current edition

- mecn we nposodumeca | NA

Lntae 2 3aceigstyro, o nascacun e IGOPMALER € JOCTOBIPHOKD T8 TOMMOK. LU cepiny npoxykii 5yno supoGAcHO (BRIOYROSH NAKY BANLUMAPKYBLIN) T8
BPOBCICHO ROHTPOAL T AKOCT! HA BUINCIIIHANCHIA AiabHHuT Y 1oBHIR BANOBLANOCT 3 Bunorasts GMP, BCTRRORICHHMI MiCUEBIN PEEYARTOPHAM OPIAHON, 8
TAXOW BIORLINO 110 cnetmdiamtifl, mo Michines y peccrpanifinony aocke {alo yoprosift Aiuersil Kpainn-sHpoBIHKS 260 KPATHH-IMTIOPTEPA, AKILD APOAYKIIKY
iMnoproano, abo y aoche cneLmbiKaiN HA NPENapaT MM AOCHDKYRAHOTO AIKEPELKOTO 1AC0BY), flpoToxoni BHpOGHMITTBA, TaKYBRHHS Ta BHANINE Gyao
IRPCrAINYTO Ta BCTaOBACHO Blanosiicrs GMP. (GMP Cepruginar M2021/HPF/FRA89 sia 07.06.2021). \ | hereby centify that the above information is
authentic and accurate. This batch of product has been manufactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications that are in registration dossier {or with specifications in the
Marketing Authorisation of the manufacturer's country or importing country if the product is imported, or product specification file for investigational medicinal
product). The batch processing, puckaging and analysis records were reviewed and found to be in compliance with GMP (GMP Certificate Ne2021/HPF/FRAO89
dd. 07.06.2021).

Bucnosox \ Conclusion: Ynosuosawexa ocoba \ Qualified Person:
Hosurnusunil snciosox y sianosiznocri no MKA \ Positive Hara\ Date: 22/06/2023
conclusion according to QCT requirements Tlevarka  Stamp
Hava sunycky ) Date of release: 19/06/2023 THHOTEPA IHY3I L INNOTHERA CHOUZY

ITignuc \ Signature: T, COPHE A T. SORNAIS
Qapmanest Croremi safesnevenns skocti npoayxry \ Product
Quality Assurance Pharmacist
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