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COTEKC

Jluyensus na ocywecmenenue npouzeoocmea JIC Ne00105-JIC

Paspemenune Ha Bbimyck JIIT Ne 309

(B coorBercTBuu ¢ [punoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue mpoaykra /
Name of the product

JlexapcrBennas ¢opma /

JIuxdepp 100®

PpacTBOpP AJIsI BHYTPHBECHHOI'O BBECICHHU

Pharmaceutical form

HMosuposxa / 20 mr/mi, 5 M

Dose ’

Tun ynakoBkmu / amItyJisl (5), yIakoBKH sUeiiKoBbIe KOHTYpHBIE (1), mauku
Package type KapTOHHBIE

MHH / .

INN XKenesa [III] ruapoxcu caxapo3HbIil KOMILJIEKC

Homep cepumn /

Bach number ELF8AR1020
Mara npousBoacrsa /

Date of manufacture 11.2021
Fonen o/ 31.10.2024
Expiry date

Pasmep cepum /

Bach ss')ze . 10 893 ynak.

Crpana HazHaveHusn /
Destination country

Poccuiickas @enepanus

Perncrpanmonnoe ynocrosepenue /
Marketing authorization
HopmarusHblii 1okymeHT /
Normative document

JICP-008006/10 ot 12.08.2010
(mata nepeogopmitenust PV 23.05.2014)

JICP-008006/10-120810, M3m. Ne 1,2, 3,4,5,6,7, 8,9

IIpou3BoacTBO roToBoit
JIeKapcTBeHHOM GopMbI /
Finished dosage form manufacturing

Campynx @apmacsroruiis [IBT. JIta., Magus

Anpec / Address:

J-174, M.1.D.C., Tarapur, Boisar, Dist. Thane-401506, India

IlepBuynas ynakoska /
Primary packaging

Campynx @apmacsrotukins [1BT. JIta., Uaaus

Anpec / Address:

J-174, M.1.D.C., Tarapur, Boisar, Dist. Thane-401506, India

BropuuHasi ynakoBka /
Secondary packaging

3A0 «®apmPupma «Cotekcy, Poccus

Anpec / Address:

Poccus, 141345, MockoBckas o6m., Ceprueso-Ilocamckuit MYHULMIATBHBIA paiioH, CEJIbCKOE
nocesneHue bepesnskosckoe, noc. bemkoso, 1. 10, x. 11, a. 12

Boimyckaromuii KOHTpPOJIL KadecTBa /
Quality Control

3A0 «®apm®@upma «Coteken, Poccus
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COTEKC Jluyensus nHa ocywecmenenue npouzsoocmea JIC Ne00105-JIC

Anpec / Address:

Poccust, 141345, MockoBckas 061., CeprueBo-lIlocagckuii MyHMIMIIAIBHBIA padOH, CEJIBCKOE

nocesienne Bepesnskopckoe, noc. bemikoso, a. 10, a. 11, . 12

Haspimus AL / Kommtekce xene3o caxapara

API name P

IpousBoaurtens ADC /

APTrmanifittiver Omkrop @apmaceroTukans, Muaus

Homep cepuu ADC /

API Bach number SEISLAN0S

HacTosmium moATBep KAar0, 4TO JaHHAs cepus Obula NMPOM3BENEHA U IPOKOHTPOJHMPOBAHA B
COOTBETCTBHH ¢ pedctBytonmmu IlpaBunamu Hapnexamelnh IpOM3BOACTBEHHOM —IIPAKTHKH
Poccuiickoit @enepanyu U TpeOOBaHUSIMHU PerucTpallMoHHOIO AOChE, a TAKKE B COOTBETCTBUHU CO
crienupUKaIUIMU 3apETUCTPUPOBAHHOIO IIPOAYKTA.

JIOKYMEHTHI IO NMPOU3BOJACTBY (IPUMEHHMBIM CTAIUsIM) M KOHTPOJIIO Ka4eCTBa IIPOBEPEHBI U
0J100pEHBI.

JIro6Ble OTKIOHEHHUS pacciieJOBaHbl B COOTBETCTBHH ¢ BHYTPEHHUMHU IIPOLEAYpaMu U 0J00pEHB!
YTIOTHOMOYEHHBIMH JIALIOM.

I hereby confirm that this batch was produced and controled in accordance with the current Rules
of Good Manufacturing Practice of the Russian Federation and the requirements of the Marketing
dossier, as well as in accordance with the specifications of the registered product.

Documents for production (applicable stages) and quality control are verified and approved.

Any deviations are investigated in accordance with internal procedures and approved by an
Authorized Person.

YnoanomMo4eHHOE JTHIO 77% Fopbynora 0.B.
3A0 «Papm®Pupma «CoTexe»

fHOAnNCy/ DO/

« A5 » oy 20 AL 1.




