LABORATOILIRE

INNOTECH

BOINTERNATIONAL

JABOPATOPISI IHHOTEK IHTEPHACBIOHAJIL \ LABORATOIRE INNOTECH INTERNATIONAL
Burpobiie: \ Manufacturer:
THHOTEPA Y31V INNOTHERA CHOUZY
Pio Pewe Hlanrepo, [ysi-crop-Cie, Bamoap-ciop-Cic. 41150, Opanuia \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150,
France

CEPTH®IKAT AKOCTI Mo\ QUALITY CERTIFICATE N° 040001261907
poayxr: Torema, poswnn opaasusii no 10 ma 8 amuyaax, Ne20 \ Product: Tot’hema, oral solution, 10 m! in
ampoules, No20
Axrusna pevonuua: 1 oasiyaa (10 ma) micrurs: sadiza (y surasai sasiza riuoxonuary) — 50 sy mapranwo (y
BRIV Mapranuso rinokonary) — 1,33 mr; mini (y surasad mini rmoxonary) — 0,7 mr\

Active ingredient: I ampoule (10 ml) contains iren (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

Pecerpantiiine nocsiarenas (PH): Ne UA/T854/01/01 pia 16.08.2018\ Registration certificate (RC):

Ne UA/7854/01/01 dd. 16.08.2018

Ilist PIT: neoGmesrena \ Validity of RC: unlimited

Jlitensis Ba BupoBuuurso: Ne M 20/172 sin 12.10.2020 \ Manufacturing license: Ne M 20/172 dd. 12.10.2020

Java surororasenyy \ Manufacturing date: 04/2024 Kinpkicrs npoayxnii 8 cepil (yriaxonor) \ The number of products
Tepmin apuaaruocti \ Expiry date 1 03/2026 per bateh (packs): 11710

Homep cepii \
Batch number:;
68780

Aunaais srizno susmor gioux MK ia nperapar Torema, pozunn opansuuit no 10 ma B amnynax, Ne20 \ Analysis according to the current

QCT (quality control techniques) requirements for the product Tot'hema, oral solution, 10 ml in ampoules, No20

HafimenyBanust norasuukis \ Meroan kourposno] Bumorn MK (cneundirauii) \ QCT (specification)
Characteristics \ Control methods requirements

Bisyasbio \

Pesyawtarn \ Results

Owie \ Description I1po3opa pianH TeMHO-KOPHYHCBOTO KQIbOPY, Bimnosigae \ Complies

Visually

Moz:sa npucyruicts apiduoro ocaay.\ Clear dark
brown liquid. The presence of fine precipitate is
possible.

Lnenrudikauin \ Identification

Mian \ Copper

L, (2.2.23)%\
Ph.Eur. (2.2.23)*

Ips nunyeky: Nosurusna VAt release: Positive
porarom repminy opuiaraocri: - \ At shelf - life: NA

Bianosizae \ Complies

Banizo \ lron

€., (2.2.23)%
Ph.Bur. (2.2.23)*

Ipu suivery: Hosurnsa\ At release; Positive
IporaroM repminy npuiariocti: -\ At shelf - life: NA

Bianosiac\ Complies

Mapraneus \ Manganese

Cd. (22235 %
Ph.Eur.. (2.2.23)*

[Iporsrom tepminy npuaaruoceti: - VAt shelf - life: NA

Bianogizxac\ Complies

Hatpiio Ocnsoar \ Sodium benzoate

€D, (2.2.29%)\
Ph.Eur. (2.2.29)*

Tipn sunycky: Moswrasna \ At release: Positive
IporsroM Tepminy npugaruocti: -\ At shelf - life: NA

Binnosizac \ Complies

Teern \ Tests

porsrov repminy npuaarnoctis - \AL shelf — life: NA

00 v nanopueuus \ Deliverable Crienudiranis 10,0 - 103 Ma\V 10.0 - 10.3 m] 10,1
volume ' supoeOHHKa \

Specification of

manufacturer

pH (s 10% posunny )\ pH (for Cd, (22330 4,0 5,004.0--5.0 4.3
10% solution) Ph.Bur. (2.2.3)
MNoramanns \ Absorbance €., (22257 0,6 ~0,9V0.6-0.9 0.6

Ph.Eur, (2.2.25)%
I'yeruna Density €0, (2.2.5)%\ Ipu sunyexy: 1,14 - 1.26 1w

Ph.Bur. (2.2.5)* Atrelease: 1,14 1.26 g/ml 1,19

Sanizo okucne \ Ferric iron

€., (2.2.23)%\
Ph.Eur, (2.2.25)*

Flpy sunyexy: - / At release: NA
Uporarom repminy npuaaraocri: < 10 /10 s\ AL
shelf ~ life: < 10 mg/10 ml

He nposoauries A NA

Kinpricue puanauennus \ Assay

Saxizo \ lron E.d. (2.2.23)% % SO0 M1/ 10 sa 2 3% (47,5 - 52,5 M/ 10 M)\ 51.7
Ph.lur. (2.2.23)* 50.0 mg/10 mi & 5% (47.5 - 323 mg/10 ml)
Mapraneus \ Manganese C.a. (2.2.23)%3 1,33 M7 10 M1 4 5% (1,26 — 1,40 Mr/ 10 M) \ 1.33
Ph.Lur, (2.2.23* 1.33 mg/10 ml s 5% (1,26 — 1.40 mg/10 ml)
Mius \ Copper €., (2.223)\ 0.70 Mr/ 10 Mt £ 10%% (0.63 - 0,77 Mr/10 ma) 0.73
Ph.kur. (2.2.23)% 0.70 mg/10 mi #:10% (0.63 - 0.77 mg/10 ml)
Harpiio Gensoar \ Sodium benzoate CP. (222970 20,0 Mi/10 s £ 5% (19,0 - 210 /10 ma) \ 19.8
Ph.Bur.. (2.2.29)* 20.0 mg/10 il & 3% (19.0 - 21.0 mg/10 ml)
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[poayr: Torema, PO38E opanbunii no 10 ma amnyaax, Ne20\ Product:
ampoules, No2(

Akrugpa petosuna: T amyaa (10 M) MiCTHTL: 3a0i3a {y Barasi sanisg FIHOKRGHATY) ~ 50 mry Maprannio (y
BHPSISIAT MADranig LIoROBATY) - 1,33 mr: migi (¥ BREASIAT piagd VHOKOHATY) — 0.7 pp\

Active ingredient: | ampoule (10 ml) contains iron (in the form of ferrous gluconat:) — 50 m3; manganese (in the
form of manganese gluconate) - 1.33 mg; copper (in the form of copper gluconate) - 0,7 mg
Pecerpandie nocaienus (PI): Ne UA/7854/01/01 iy 16.08.2018\ Registration cerrificate (RQO):
Mo UA/7854/01/01 dd. 16.08.2018

His PI1: HeoOMemena \ Validity of RC: unlimited
Jinensis na supody Ne M 20/172 8in 12.10.2020 \ Manutacturing license: No |

Bateh number-

68780

MixpoGionorigmg YHCTOTR \ Cb (26,12 B 1 ma npenapary  aoryeraerbesy
Microbiological purity 2.6,13)* \ Ph.Eur. product it is aceeptable:
(2.6.12 =2.6.13)% | Zaraanne THEAO ALPOGHEN Mikpoopraniiais (TAMC) <10
e Ginbiie 100 KY Qi total aerobic microbial count
(TAMC) not more thay 1# CFU/m::
3araneie wmeno APIAEOBIX | nnicenenuy rpudin <10

(TYMC) ne Gimaye 10! KO/ V total combined yeasts

and moulds count (7¥44¢; not more than 10! CFU/m:

He nonyexacrnes | it should be absent:

Escherichia colifan Escherichia coli/m! Bincyruiitimay
Absent/ml

*irove suo). €., CPh B, current edition
ZIEC HE HPOBOQuMmILECs & N

T T RS T — s oo
L g FACRIAUYIO. 1NO WaBeseHa BHITG mhopmanis ¢ o PHOW T4 tinons, Lho cepito npoiyKeii Syno napos;

TAROK BIANORINBO 50 CHUHDIRALIR, 110 MicTgThey ¥ peecTpaniiinony aocne (ago Toprosiit sivens:” KpaTa-sHpoSumka ado Kpafuu-imnoprepa, sxuo NPOAYKLIKD
iMnoprosano, ago ¥ A0ehe enemubikaiii na Bpenapar - noenimiysanoro HKAPCHKOTGH 3ac06y ). Tlpore kom BUPOTHUUTRA, naicyBanus 1o aHanizig Hyno
HCPerMny 10 1 BCTanoBAcHo BIANOBLICTE (GMP, (GMP Ceprudiwar Ne2021/1 IPF/FRABY biy: 07.06.2021). \ | heveby certity that the above information is
authentic and accurate, Thig batch of product hag been manufactured, including packuging/lalwiiing and quality contro! at the above mentioned site in £

compliance with the Gyp requirements of the Jocat Regulatory Authority and with the specificatior s that are i registration dossier (or with specifications in tae |

Marketing Authorisation of the manufacturer's country or importing country it the product is imporsed, or pro-Juct specification file for Investigational medicinal
product). The batch processing, packaging and analysis records were reviewed and found to be iy compliance with GMp (GMP Certificate NQOHPF/FRAOSY
dd. 07.06.2021

Bucnopox \ Conclusion:
Hosurnsunii siucnopor Y Bianosianocri a0 MK \ Positive
conclusion according to QCT requirements
f Jara Bunyexy \ Date of releage: 22/04/2024

Jara\ Date: 23/04/2024
Hewaria\ Stamp
THHOTEPA 1HY 31\ INNOTHERA CHOUZY

Hiznne \ Signature: T COPHEAT, SORNALS

Gapsauenr Cucrenu sabiesneaenns skocri npoayrry \ Product
Quality Assurance Phsrmacist

S

INNOTHERA

g 3 AVR.

%
Z
T, BORN

Fharmacien

e ottt

272

"~ £ i .
) IO (BRAUOYMONH naky By MapryBanng) i
HPORGACHO KOHTPOAL 1T ikocTi 1 BHesasmame it aiaun y nopwig BUMOBLANOCTT 3 Bimorany GMP, se-anosaenagy MiCLeBIM DEEYARTOPHAM Opravoy. 3 |

ema, o-al solution, 10 ml in i-lomep cepiiy



