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FSUE “Maoscow Endocrine Plant”
generaldirektoram

Fonarev M.Y.
Novohohlovskaja ield 25,
Maskava

109052, Krievija

Copy:

AS ,,Olainfarm”
Kvalitates direktoram
R.Terentjevam
Ripntcu iela 5,

Olaine, Olaines novads,
LV-2114, Latvija

Par Labas razoSanas prakses sertifikatu
izsniegSanu

Saskana ar Latvijas Republikas Ministru kabineta 2006. gada 18. aprija noteikumu Nr. 304
“Noteikumi par za|u raZoSanas un kontroles kartibu, par zé|u razoSanas atbildigds amatpersonas
kvalifikacijas prasibam un profesionalo pieredzi un kartibu, kdda zdlu raZzoSanas uznémumam
izsniedz labas raZoSanas prakses sertifikatu” 41.1.p. prasibam, un pamatojoties uz:

1) Zalu valsts agentliras (turpmak teksta — Agentiira) 02.02.2018. Labas raZoSanas prakses
kontroles zinojumu Nr. 2-2018 par 04.-08.12.2017. veikto inspekciju,

2) 13.03.2018. (Nr.5/15-1.3) Agentara sapemto “Moscow Endocrine Plant”  triikumu
novérsanas planu,

3) 17.08.2018. (Nr.10/15-1.3), 25.10.2018. (Nr.14/15-1.3) un 21.12.2018. (Nr.17/15-1.3)

Agentiira sapemto “Moscow Endocrine Plant” papildus informaciju un liecibam par
inspekcija konstatéto triikumu novérianu,

Agentiira secina, ka FSUE “Moscow Endocrine Plant” atbilst labas raZo3anas prakses principiem
un pamatnostadném un nolemj izsniegt Labas raZo%anas prakses sertifikatu
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ZVA/LV/2019/002H $adam raZo3anas darbibam: cilvékiem paredzgto za]u sterilo produktu
(sterilizeti galaprodukti — $kidrumi maza tilpuma iepakojuma) raZo3ana un kvalitdtes kontrole
(mikrobiologiski: sterilitate un nesterilo zalu formu tiriba, kimiski vai fizikali, biologiski) 3ados
razosanos cehos un iecirknos:

RaZoSanas telpas Inspicéto produktu saraksts:

Cehs Nr.2, Trametalin 50 mg/ml 8kidums injekcijam, 2 ml

RaZodanas linija Nr. 2

Jebkadi ierobeZojumi vai paskaidrojumi saistiba ar 3 sertifikata jomu:

Sertifikata darbiba ierobeZota ar — tikai zaJu “Trametalin 50 mg/ml $kidums injekcijam 2 mil,
registracijas mérkiem [idz 2020.gada 8.decembrim.

1.6.4. biologiska testé3ana — bakteridlo endotoksinu noteik3ana.

Direktors Svens Henkuzens

[ Vileane
67018400
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Zalu valsts agentdra
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Mr. Fonarev M.Y.
Director General

Federal State Unitary Enterprise
“Moscow Endocrine Plant™

25 Novokhokhlovskaya St.,
Moscow,

109052, Russian Federation

Copy:

AS ,Olainfarm”

Mr. Raimonds Terentjevs
Quality Director
Rupnicu iela 5,

Olaine, Olaines novads,
LV-2114, Latvija

SUBIJECT: Good manufacturing practice certificate

With this letter we inform you that State Agency of Medicines has issued the decision
No 15.-1.3/278 (dated 04.02.2019.) on FSUE “Moscow Endocrine Plant” compliance with the
EU Good Manufacturing Practice requirements,

According to Art. 111(4) of Directive 2001/83/EC transposed in the Latvian national
legislation — Regulation of the Cabinet of Ministers of 18 April 2006 No 304 “Regulation on
manufacture and control of medicinal products, requirements for qualified person for
manufacture of medicinal products and procedure for granting of certificate of GMP
compliance” and taking into account:

1. Knowledge gained during the inspection of the manufacturer performed from
December 4 till December 8, 2017, summarized in the inspection report No. 2-2018
dated 02.02.2018.

Corrective and preventive actions plan provided by FSUE “Moscow Endocrine Plant”
(submitted on 13.03.2018),

3. Additional information and evidence regarding Corrective and preventive actions
provided by FSUE “Moscow Endocrine Plant” (submitted on 17.08.2018, 25.10/2018,
21.12.2018), satisfactorily responds to the inspection findings,
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State Agency of Medicines of the Republic of Latvia considered that the manufacturer
FSUE “Moscow Endocrine Plant” 25 Novokhokhlovskaya St., Moscow, 109052, Russian
Federation, complies with the principles and guidelines of Good Manufacturing Practice
requirements laid down in Directive 2003/94/EC.

The GMP certificate No. ZVA/LV/2019/002H has been issued on February 1, 2019,
covering the manufacture of sterile products (terminally sterilised, small volume liquids) for
human use and quality control (microbiological: sterility, non-sterility, chemical or physical,
biological), restricted to following workshops and products:

Building, Room, Line/equipment: List of inspected products:
Workshop No 2, Trametalin 50 mg/mi solution for injection 2 m!
Line 2

Any restrictions or clarifying remarks related to the scope of this certificate:

The Certificate is restricted to Trametalin 50 mg/ml solution for injection 2 ml for product
registration purposes only, till December 8, 2020.

1.6.4. Biological testing — bacterial endotoxins

The certificate No ZVA/LV/2019/002H and its status can be verified in EudraGMDP
database.

We hope you will find this information satisfactory. If you have any questions, please
do not hesitate to contact our inspectors.

Enclosure:

1. GMP certificate No ZVA/LV/2019/002H on 3 pages.

Yours sincerely,

Director Svens Henkuzens

1. Vilcane
+371 67078460
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