Gl®Pharma

G.L. Pharma GmbH
Industriestralie 1
8502 Lannach, Austria
+43 3136 825 770
office@gl-pharma.at
Ceprugikar sixocri nikapcbkoro 3aco0y

Quality certificate of the medicinal product

Ha3zpa anikapchkoro sacoGy HEﬁPO,L[HI{JIOBIT, KANCYIH
Name of the product NEURODICLOVIT, capsules
Kpaina-supobeuuk Apcrpia

Country of manufacturing Austria

Homep peeetpanifinoro mocsiguenns UA/5909/01/01 sin 06.04.2017 P
Number of marketing authorization UA/5909/01/01 from 06.04.2017.

" Oauna Kancyna micTurs:

Auaogenar HaTpiwo 50,00 mr, Tiamiity rigpoxsopua 50,00 M,
Cuna xii / akTuBHicTs nipuaokerny riapoxropus 50,00 mr, uianoko§asamin 0,25 mr.
Strength / activity One capsule contains:

Diclofenac sodium 50.00 mg, thiamine hydrochioride 50.00 mg,
pyridoxine hydrochloride 50.00 mng, cyanocobalamin 0.25 mg,

Jixapcexa dopma Kaneynu
Pharmaceutical form Capsules
Tun | poamip yrakosku Tlo 10 kamcyn B Guicrepi, no 3 Gmicrepa B wopobni 3 KapToHy
Type and size of packaging 10 capsules in a blister, 3 blisters in a carton box
Homep cepit
RESE H03327
Batch number
Batch size, packs
. . 20920
Pasmip cepii, ynaxosox
JMaTa snpoSunirea
& ; 02.2024
Manufacturing date
Tepmin npuaaThocTi go
R P 08.2026

Expiry date

I.JL ®apma I'm6X, Ingacrpinrepacee 1, 8502
Halimenysanus Ta MiCIeIHAXOmke HH AinsHnnj, 100 BigNoBigae 3a
Jlauax, Ascrpin
BHPOGHULTBO cepii

G.L. Pharma GmbH, Industriestrafe 1, 8502 Lannach

]

Name and address of the manufacturer and batch releaser site i
Austria

Homep ninewsii / Manufacturing license | 481348

Homep ceprudixary GMP / GMP certificate No 481348-1001802660-18351582
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Gl®Pharma

G.L. Pharma GmbH
Industriestralle 1
8502 Lannach, Austria
+43 3136 825 770
office@gl-pharma.at

Ceprudikar sixocri gikapesroro 3acoly
Quality certificate of the medicinal product

. I'JL. @apma I'm6X, Hlaocemnan 1, 8502 Jlauax,
HatiMenyBanna a micueinaxommenns Ainnauui, mo pignosigac za

ABeTpin
il
EHipeRcept . G.L. Pharma GmbH, Schlossplatz 1, 8502 Lannach,
Name and address of the manufacturer and batch releaser site st
usiria

Homep siuensil / Manufacturing license | 481327

Homep ceprudinary GMP / GMP certificate Na 481327-101358959-17825037

PesyanTarn xonTpoaio sxocti JAMBHTHCE HInKae
Quality control results See below
Komenrapi:

Cotnments:

3anna npo ceprudixanio,

CrnpamxmivM 1 saceiguyio, mo Harenena Buie indopMauis € AocToBipHOW i TOYHOW. o eepiro npoaykuii Gyno BHpoGIcHO
(sxmoualonn ynaxosky i MapKyBaHH:) [ TIPOBENEHO KOHTPOAL i sxocti Ha BULIEIrafgHill AingHLi B noenil sigmomigmocTi =
BUMorami GMP, BCTAHOBREHMMH MicueBMM PETYIATOPHYEM OPIranoM, 8 TAKOXK BiAmosimuo mo eneunikauil, me MicTaTeca s

peectpattifinomy aocee. IpoToxom BHPOOHHLITEA, YNaKOBKH T2 ananisie Bynu nepernsyTi 1 BeTanOBCHO BianosigkicTs GMP,

Statement of Certification

With this, I certify that the above information is true and accurate. This series of products have been produced (including
packaging / labeling) and conducted by the quality control in the above section, in full compliance with the requirements of GMP,
established by local regulatory authority and in accordance with the specifications contained in the registration dossier or
marketing authorization of the country of the manufacturer or importing country if the products are imported, or in the file
specifications for the drug for the investigational product. Protocols production, packaging and testing has been revised and the

correspondence to GMP.
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GLlePharma

G.L. Pharma GmbH
Industriestraie 1
8502 Lannach, Austria
+43 3136 825 77-0
office@gl-pharma.at

Ceprudikar sixocTi aikapenKoro 3aco0y

Quality certificate of the medicinal product

Onunnni
BunpoOypanua Merog ' . Honycrumi mexd qa mikapeskoro 3acoly PesynnraTu
BHMI
Tests Method . Py Specifications Results
Units
Trepai senrarunoni kancyau, poamipy 1, nio mictaTe
eymim powesoro aopouky i 6innx rpanyn.
Tiao kancyan: bemesoro KOJTLOPY,
1. 3osnimnil suraay Bisyanuuuii Kpuuwreuxa scancymn: HEPBOHO-KOPKYHEBOrO KOJLOPY. Bianosizace
Appearance Visual Hard gelatin capsules, size 1, containing a mixture of pink Corresponds
powder and white granules,
Capsule body: ivory.
Capsule cap: Swedish orange.
Bumipwsan- Hoemnra: 19,0 + 0,3 8
. Paamipn Hn mm | Length: 19,04 0,3 '
Dimensions Measurement mm Hdiamerp: 6,5 £ 0,3 67
test Diameter: 6,5 + 0,3 )
Oprasoaen-
. 3anax . Xapakrepunit sanax Tiaminy riapoxnopnay (sitamiu B1). Binnosinae
THYHH#H -~
Odor . Characteristic odor of thiamine hydrochloride (vitamin B1). Corresponds
Organoleptic
Ocnosni oikn Ha xpomaTorpami au npoGysaHoro pozunny
L NOBKHHI BIANOBIAATH 32 UacoMm HMyBanud i
. LaenTudixania seix BEPX yrpuy
. e TPHOITHINNM PO3MIPOM CCHOBHEM NikaM ra XpomMaTorpami
AKTHBHMX inrpefienTiz | €d 2.2,29 Bignorigae
. - CTAHAAPTHOrG PO3YHHY,
Identification of all HPLC . i . Corresponds
L . The main peaks in the chromatogram of the test solution shall
active ingredients Eur,Ph. 2.2.29 L . .
be maintained at the retention time and the approximate size of
the main peaks in the chromatogram of the standard solution,
. Iaentudikanisn
Aukaodenaxy Hatpiro,
Ocrosui nnamn ua XpomaTorpami BHnpobyeanoro
Tiaminy riapoxaopngy . ]
. PO3uMHY nHoRMHUI BiAnoRinaTH no posTamyRanIIO,
Ta HipUIOKCHHY TIEX . . .
KOJILOPY | pO3MIpY, GCHOBHMM TLISMAM HA XpOMATOrpaMi . .
riIpox;iopuay €D 2,227 Binnosinae
e - CTANAAPTHOTO POSLHHY
Identification of TLC . ) . Corresponds
The main spots in the chromatogram of the test solution should
diclofenac sodium, Eur.Ph. 2227 . . L )
o . correspond by location, color and size to the principal spots in
pyridoxine hydrochloride .
. the chromatogram of the standard solution.
and thiamine
hydrochloride

Cropinka / Page
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Gl®Pharma

G.L. Pharma GmbH

Industriestrafie 1

Cropinka/ Page

8502 Lannach, Austria
+43 3136 825 77-0
office@gl-pharma.at
Ceprudikar sikoeti nikapebroro 3acoby
Quality certificate of the medicinal product
Oaunnui :
Bunpobysanus Meron . Monyerumi mexi aia dikapenkoro 3acoly Pesyasrarn
B
Tests Method PR Specifications Resuits
Units
Y®-cnexTp
L. Crekrp, orpumannii 1om Bunpobysanore PO3YHHY
6. InenTudikanis €d.22.25
) nngMnuﬁnocnepry,OTpumanoronnncraunapruoro . :
niaHokobGanaminy Uv- Bianoainae
. po3YHHY
Identification of spectrophoto L . . Corresponds
The spectrum obtained in the test solution is similar with the
cyanocobalamin metry
spectrum of the reference solution.
Eur.Ph. 2.2.25
. KinpxicHe sn3nauenns Tiaminy rizpoxsopuay - 50,0 £ 10% —_—
Tiaminy rigpoxaopma thiamine hydrochtoride — 50.0 + 10% '
. ¥ riap PRy BEPX Mry 2
Ta RipuaokcHity
€D 22,29 KAamcyi
rinpoxnopuay
L. HPLC mg per nipHaoKcHuy riapoxaopuay — 50,0 + 10%
Assay of thiamine . 55.0
. Eur.Ph.2.2.29 capsule | pyridoxine hydrochloride — 50.0 + 10%
hydrochloride and
pyridoxine hydrochloride
. Kinnkicue susnavennn | BEPX My 0,25 + 20% nagsumxy.
nianoxoGanaminy €d 2,229 Kancyni | Cneundixanin nig yac BUNyeiy: 110 — 130%. 031
Assay of HPLC mg per 0.25 + 20% of excess. )
cyanocobalamin Eur,Ph.2.2.29 capsule | Specification of release: 110 - 130%.
. KinekicHe Busnavennn | BEPX mry
BHKN0GeHAKY HATDI0 € 2.2,29 Kanecyai
enanyuato T 50,02 5% 47.8
Assay of diclofenac HPLC mg per
sodium Eur.Ph.2,2,29 capsule
10. Cynyrni peyosnunn
Related substances
1-(2,6-nuxvopdenin)- Huxue
2-ingoaivon He 6inbue 0,2 BCTAHOB/EHOT
1-(2,6-dichloropheny)- Not mare than 0.2 Mexki
2-indolinone BEPX <reporting limit
€0 2.2.29 ST
Yo
HJomiuica B HPLC He Ginbure 0,2 BCTAKOBIEHOT
Impurity B Eur.Ph.22.29 Not more than 0.2 ek
< reporting limit
,[IOMi“.IKﬂ C Hmxye
Impurity C He Ginnme 0,2 RCTaHOB/IEHOT
Not more than 0.2 Memi

< reporting limit
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Gl®Pharma

G.L. Pharma GmbH
Industriestralle 1
8502 LLannach, Austria
+43 3136 825 77-0
office@gl-pharma.at

Ceprudikar sikocri aikapebkoro 3acoly
Quality certificate of the medicinal product

Bunpofiysauus Meropg Omnfnui Honyctumi mewi 100 nikapesioro 3acoby Peayasraru
Tests Method . Specifications Results
Units
Opurmaua nesigoma Hikue
AomimKa He 6inviue 0,2 8CTAHOBAEHOT
Single unknown Not more than 0,2 mexci
impurity < reporting timit
Cyma nesizomux
Aomimox He Gintbiue 0,5
Total unknown Not more than 0.5 o
impurities
{1. Posnagauns ED 2.9.1 xguiuun | He Bincme 30
Disintegration EurPh.2.9.1 minutes | Not more than 30 3
3arannna maca: 245 mr + 10%
12, Cepeans maca Barozufi mr Total weight: 245 mg £ 10% 2584
Average weight Weighting mg Hetro maca: 168,0 mr+ 10%
Net weight: 168.0 mg + 10% 1835
13. Oanopinnicts macu Ed29.5 3rigro sumor €@ Bianoeiaae
Uniformity of mass Eur.Ph.2.9.5 - According to the Eur.Ph. requirements Corresponds
14, O,CIIHOpi.[lHiCTb
AD30BAHUX OAHHMUL €d 2940 3riano sumer €M, AV<1s
Uniformity of dosage Eur.Ph. 2.9.40 - According to the Eur.Ph. requirements. AV<15 8.8
units
Tiaminy riapoxnopug ne menmie 80% (Q = 75%) aepes 30
XBH/IHH Bianosinac
Thiamine hydrochloride and pyridoxine hydrochloride: not less Corresponds
than B0% (Q = 75%) in 30 minutes
Mipnporcnsy rizpoxnopna ne menme 30% (Q = 75%)
yepes 30 xpuiaun Binnosigae
15. Pozumnsenusn €0 293 - “Pyridoxine hydrochloride not less than 80% (Q=75%) in 30 Corresponds
Dissolution Eur.Ph. 2,93 minutes
Auxnohenak uavpiio:
Diclofenac sodium:
= He Ginvme 10 vepes 120 xpanuu s 0,1 H PO3tHH] Bianopinac
KHET0TH XJI0PMCTOROJHCRON, Corresponds
not more than 10% after 120 minutes in 0.1 N
hydrochloric acid solution.
Cropinxa / Page Sa/of6




Gl®Pharma

G.L. Pharma GmbH
Industriestrafle 1
8502 Lannach, Austria
+43 3136 825 77-0
office@gl-pharma.at

Ceprudixar axoeri gikapceskoro sacoby
Quality certificate of the medicinal product

Bunpofysaunn Meropn O,IIHlfHuI Homyersmi mexi ana nikapenkoro Jacoly Pezynerarn
Tests Method RHIER Specifications Results
Units
= Hemenute 80 (Q = 75%) «epes 30 xeunun y
docarnomy Gydepromy pozauni pH 6,8, Rinnosizac
at least 80% (Q = 75%) in 30 minutes in phosphate buffer Corresponds
pH 6.8,
€d5.1.4
(Meren 2.6.12
16. Mikrpofionoriuna i2.6.13)
YHCTOTA™ EurPh.5.1.4 AR e SUmasiane
Microbiological purity* | (metho According to the Eur.Ph. requirements Corresponds
2.6.12 and
2.6.13)
Cepin Binnosigac sumoram
dara sunyeky / Date of releasc: 29.05.2024

* TECT BUKOHYeTRCA /58 KoxHoT 10 cepii

* Test performed for each 10 batch

Jara/ Date;

E. Huaepaopdep, (..

Compiled by / Buxoniseus

Cropinxa/ Page

19.09.2024

Ltiaie

J-p. B. 3aitnnm, M’ ] [&/{
% o

Ynosionmxeua veofia 3 akocri / Qual ity Authorized person

Gl®Pharma

G.L. Pharma GmbH
Schiossplatz 1
8502 Lannach, Austria
+43 3136 82577 -0
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HAEPKABHA CIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTUKAMMH ¥ KUIBCHKII OBJACTI

npos. Caitmiarof Hagii, 3, m.Kuis, 02099, Ten/axce: (044) 363-06-50
E-mail: dls.kof@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
PO SIKiCTL BBe3enoro B Yipainy aikapenkoro 3acoy

26.09.2024 N 46083/24/10

HEAPOJHAKJIOBIT
(Haiivenysamua mikaperxoro 3acafy Iriano 3 peecrpaniiinm noceixemn)
Kameysu; no 10 kancy: v 6aictepi; no 3 Guicrepn B kopobui 3 KapTOny
(ibopsa mienyexy, Aoayaanus, Bt naxysanRA gikapebkore sacaby)

Howmep peccipauiitroro nocsimuenns UA/5909/01/01 crpok it peectpanifinoro nocsizenss 01.01.2099

Cepiz sikapeskoro sacofy Ne H03327 Kinsricts Buesenoro gixapeskoro sacoby 4600
Bupotanx I' Jt. Dapma I'mOX, ArcTpin
(waftvenysanug Bupofituxa AiKapeLKOTO 3ac05Y, Kpaiti moxoIsemn}
Baeseso g Yipainy Criaene ykpaliicnRo-ecToOHChKe ANPHEMCTBO Y opumi TOBApHCTBa
3 00MEKeHO0I0 BignmoBitanLuicTI0 "Orrisa-Qapar, ITHY, ineur, sou:
21642228

{HaftmeiveatmA Ta xoa 31 €JPIIOY jopumrenoi ocoon abo npimie, ', to Barskoei dizuamol
ocoGI - nianpucatis, 1f Micte RPWKHBANHA T4 peecTpadii mitit soMep ofHiROBOT KApTRH RIATHILKD
DogaTkIB b0 cepis TA Hl0Mep nacnopTa)

Hpororoa sizyansuore konrpomo sin 16.09.2024 Ne 2729/4.

33 posynpTaTAMH  JICPAABHOND  KOHTDULIIO BCTAHOBACHO, 1o  mikapebkill  sacid  seczeno » o Ywpainy 3

AOTPHMAMHAM BRMOr 30KOHOJABCTRA HIOA0 3a6e3ReIcHHR SKOCT] AikapebkiX 3ac0Gin,

/g : @Z/ Biktop CTE®KIBCHKH

e PR :
( nianiey (iniiazs ta npisnsie)

SNt
WIAKOK0, 4
3%&“3‘;\11”;‘5. *?;ZQ




AEPKABHA CHYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMA Y KHIBCBHKIM OBJACTI

npos. Ceitnrynof Haxaii, 3, m.Kuis, 02099, ren/taxc; (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €/IPITOY 37078774

BAUCHOBOK
IPO AKICTH BBE3CHOI0 B YKpaiHy JikapebKoroe 3acody

07.01.2025 Ne 69740/25/10

HEAPOTHKJIOBIT
(2afiMcayBaHHA AlKapCLKOIO 3ac05Y 3rigHO 3 peecTpaitiiiHiM MOCHiTIeH M)
xaneyan; mo 10 xancya y Gaictepi; o 3 GxicTepn B Kopodui 3 xkaprony
(thopma mristycxy, KO3YBAHNAA, BHJI HAKYRARHS tikapceroro-3acofy)

Howmep peccrpaniiitore nocsimenss UA/5909/01/01 crpox nii peectpaniiinoro nocsimuenns 01.01.2099

Cepin nikapcskoro 3acoby Ne HO9397 Kinnkicts BECICHOTO Nikaperkoro 3acoby 2520
Bupobinik I'.JI. bapsa I'M6X, ABcTpis
(nafiMcHYBaHHA BIPOOHIKS AIKApCLKOTO 33000y, XKpaiia MOXOLKCHHA)
Baeaewo B Ykpaiuy CrinbHe yrpailcsKko-ecToHCbKE MABPHEMCTRO ¥ dopnti ToBapicTBa
3 06Meiken010 Bitnopinaasnictio " Onrima-®apa, IT/1", iaenr. rox:
21642228

(safiMeHyYRAHHA Ta KOR 32 €APNIOV wopnanunol ocodi a0 npispisite, iM'W, o GaTikori dislyanoi
ocofit ~ mignpueyily, i Micne MpoxHeaHHA T8 peccTpauifiHnit HoMep oBaikosot KAPTHA MIATHHKA
neAarkis 4bo cepix Ta HoMep DaCIIOPTa)

HpoToxoa eisyaasuoro kourpoesio sig 30.12.2024 Ne 4173/6.

33 pesynhTATAMNI HCPHRABHOIO KOHTPOAKY BCTAHOBAEHO, INO JiKapeekuil 3acif  #eeseno B Yepainy 3
AOTPHMAHHAM srMor 3aK0HONABCTBA OAO 3a0€3NEUEHHA AKOCT] AiKapCebEnX 3ac00is.

Bixtop CTEGKIBCHKHH

(iniuiany ra-npizeHue)




GlePharma

G.L. Pharma GmbH
industriestrafle 1
8502 Lannach, Austria
+43 3136 825 77-0
office@gl-pharma.at

Ceprudikat sxocTi JikapchKoro 3acody
Quality certificate of the medicinal product

Ha3ssa jlikapcebKoro 3acoly

Name of the product

HEWPOJUKJIOBIT, kancyau
NEURODICLOVIT, capsules

Kpaina-pupobHux

Country of manufacturing

ABc'rpisl

Austria

Homep peecrpaniiiHoro nocsiaMen st

Number of marketing authorization

UA/5909/01/01 sin 06.04.2017 p.
UA/5909/01/01 from 06.04.2017.

Cuana aif / akTasHICTL

Strength / activity

Ojna Kancysa MiCTHTS:

Jnkaodenax narpito 50,00 mr, Tiaminy rizpoxnopua 50,00 mr,
nipugoxcuny rigpoxaopua 50,00 mr, nianoxoanamin 0,25 mr.
One capsule contains:

Diclofenac sodium 50.00 mg, thiamine hydrochloride 50.00 mg,
pyridoxine hydrochloride 50.00 mg, cyanocobalamin 0.25 mg.

Jlikapebka dpopma

Pharmaceutical form

Kancyaun

Capsules

Tun i posmip ynakosku

Type and size of packaging

Ilo 10 xancyn B 6aicrepi, no 3 6aicrepa B KopoGui 3 KapTOHY

10 capsules in a blister, 3 blisters in a carton box

Homep cepil
H09397
Batch number
Batch size, packs
. . 39.000
Poamip cepil, yNaKoBOK
ara BAPpOOHRHUTEA

A P 09.2024
Manufacturing date
Tepmin npuaaTHocti 10

B e 03.2027

Expiry date

T.JL. ®apma I'm6X, Innactpimrpacce 1, 8502
HajiMenyBanHsi Ta MiCLE3HAXOLKEHH s ALTbHUL, 1o BiAN0BiAAE 38 .
Jlanax, ABerpist
BHPOGHUNTBO cepil .
e B ¢ G.L. Pharma GmbH, IndustriestraBe 1, 8502 Lannach,
Name and address of the manufacturer and batch releaser site Ao

ustria

Howmep srinensii / Manufacturing license | 481348

Homep ceprudiatry GMP / GMP certificate Ne | 481348-1001802660-18351582

Cropinka/ Page 13/0f6
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Gl®Pharma

G.L.. Pharma GmbH
Industriestrale 1
8502 Lannach, Austria
+43 3136 825 77-0
office@gl-pharma.at

CeprrikaT SKOCTi JiKapchKOro 3acody
Quality certificate of the medicinal product

HajimenyBaHHsA TAa MiCHEe3HAXOAMEHHSI AIbHMLI, WO BiANOBIAAC 39
BHIyck cepil

Name and address of the manufacturer and batch releaser site

Howmep stinensii / Manufacturing license

Howmep ceprupixaty GMP / GMP certificate No

I.J1. ®apma T'm6X, xocenaan 1, 8502 Jlanax,

Agcrpist
G.L. Pharma GmbH, Schlossplatz 1, 8502 Lannach,
Austria

481327

481327-101358959-17825937

PesynTaTH KOHTPOJIO SIKOCTi

Quality control results

JIMBUTHCH HHKYE

See below

Komenrapi:

Comments:

3ansa npo ceprudixauio.

Cripapkniv # 3aCBifuyI0, WO HaBEJEHA BHINE indopmauis € moctoBipHOIW | TouHOw. Lo cepilo npoaykuii 6yio BUPOOAEHO

(BKITIOYAIONM YNAKOBKY | MApKyBaHHA) i MPOBELEHO KOHTPOb i sKocTi Ma BMuIe3ramaHilt minsmul B mossiil immosimmocti 3

pumoramu GMP, BCTAHOBJCHUMM MICUEBMM DPEry/ISTOPHMM OPIaHOM, a TakoX BIANTOBIAHO 10 cnenahikauii, wo MicTaTsCs B

peectpauifinomy gocse. IlpoToxonn BUPOGHHUTE], YIAKOBKY T2 aHanisis Gynu nepernisHyTi i BeTaHOBNEHO Binosianicts GMP.

Statement of Certification

With this, I certify that the above information is true and accurate. This series of products have been produced (including

packaging / labeling) and conducted by the quality control in the above section, in full compliance with the requirements of GMP,

established by local regulatory authority and in accordance with the specifications contained in the registration dossier or

marketing authorization of the country of the manufacturer or importing country if the products are imported, or in the file

specifications for the drug for the investigational product. Protocols production, packaging and testing has been revised and the

correspondence to GMP.

Cropinxa / Page
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Gl®Pharma

G.L. Pharma GmbH
Industriestralie 1
8502 Lannach, Austria
+43 3136 825 77-0
office@gl-pharma.at

CepTudikar aKocTi JiKapchKoro 3acody
Quality certificate of the medicinal product

Onuuwni . .
BunpoOysanun Meron . Jonycrumi mesi 4ast aikapesKoro 3acoly PesyabTaTn
BUMIpY .
Tests Method . Specifications Results
Units
Trep/i MEHATHHOBI KANICYSIH, PO3MIDY 1, IO MiCTATSH
cymimn poCBOr0 NOPoIKY i Gianx rpanyn.
Tino kancyan: Gees0r0 KOILOPY.
1. osrinmiit Burams Bizyannuuii Kpuieuka Kancy/IH: HepBolo-KOPUYHEBOr0 KOaLOPY. Bianosixac
Appearance Visual Hard gelatin capsules, size 1, containing & mixture of pink Corresponds
powder and white granules.
Capsule body: ivory.
Capsule cap: Swedish orange.
Brmiprosan- Homxuna: 19,0 0,3 -
2. Pasmipu 121 MM Length: 19,0 £0,3 '
Dimensions Measurement mm Jliamerp: 6,5 + 0,3 ¢
5
test Diameter; 6,5 £ 0,3
. Opranonen- A .
3. 3anax " Xapaxrepunii 3anax Tiaminy rigpoxsopuay (siramin B1). Binnosigae
THUHH
Odor . Characteristic odor of thiamine hydrochloride (vitamin B1). Corresponds
Organoleptic
Ocnosui niKy 1a xpoMaTorpami BHIpolyBaHoro po3unny
. HOBHN BIAOBIAATH 32 4ACOM YTPHMYBAHAS i
4, Inewrndixauis eix BEPX . . ]
NpUGANZNIM POIMIPOM OCHOBHHM THKAM HA XPOMATOrpami . .
aKTUBHMX inrpeaieuTis | €D 2.2.29 Binnosigae
o . o~ CTAHAAPTHOIC PO3UHIY.
Identification of all HPLC ) . . Corresponds
L . The main peaks in the chromatogram of the test solution shall
active ingredients Eur.Ph. 2.2.29 oo L R .
be maintained at the retention time and the approximate size of
the main peaks in the chromatogram of the standard solution.
5. Ynenrndixauin
JMKToQEHAKY HATPiIO, . .
OcuosHi IIAMHE 13 XpoMATOrpami BHRpoGyBaHOro
‘riaMiny rigpoxsopuay L. .
PO3UHHY NOBARHI BIATOBIAATH 110 POITAMY BAHHIO,
R NipHASKCHRY TIOX . . .
KOJILOPY | pO3MIpY, OCHOBHHM IIAMAM HA XpoMaTorpami . .
YiApoOXACpHAY €1 2.2.27 Bijmosijae
. e CTARAAPTHOTO POIYNHY .
Identification of TLC . . . Corresponds
The main spots in the chromatogram of the test solution should
diclofenac sodium, Bur.Ph. 2.2.27 . . L. .
correspond by location, color and size to the principal spots in
pyridoxine hydrochloride .
the chromatogram of the standard solution.
and thiamine
hydrochloride
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Ceprudikar sKocTi JikapcbKoro 3acoly
Quality certificate of the medicinal product
Opuuuni
Bunpofysanus Meron . JonycTami mexi s stikapebKoro 3acofy PesynnraTi
BHMI
Tests Method Py Specifications Results
Units
Y®-cuexkrp
Crexrp, OTPHMAHUH A1 BHIIPOBYBAHOTO PO3UHNY
6. Inentudivavis €.®.2.2.25 .
DOAIGHIH K0 CNEKTPY, OTPUMANOTC NS CTAHJAPTHOTG . .
uianoxofanaminy Uv- Bipnosiaac
see PO3UMHY
Identification of spectrophoto . o . Corresponds
. The spectrum obtained in the test solution is similar with the
cyanocobalamin metry .
spectrum of the reference solution.
Eur.Ph, 2.2.25
7. KinpkicHe BH3HATCHHIH Tiaminy riapoxaopuny — 50,0 £10% 9%
Tiamiry riapoxnopuay thiamine hydrochloride — 50.0 + 10% '
. BEPX Mry
T4 NPHAOKCHRY
€D 2.2.29 Kaneysi
CIApOXAOPUILY
L. HPLC mg per nipsaoxcenny rigpoxiopugy — 50,0 = 10%
Assay of thiamine 50.0
. Eur.Ph. 2.2.29 capsule | pyridoxine hydrochloride — 50.0 £ 10%
hydrochloride and
pyridoxine hydrochloride
8. Kinbkicue snmanavenna | BEPX mry 0,25 + 20% HapaMmKy.
uignokoGamaminy €D 2229 kaneyni | Crneuundikauia niz yac sunycxy: 110 - 130%. -
Assay of HPLC mg per | 0.25 +20% of excess. '
cyanocobalamin Eur.Ph. 2.2,29 capsule Specification of release: 110 - 130%.
9. Kinbricue suznauenuss | BEPX Mry
Ankaodenaky HaTPio €D 2.2.29 xancyni
_ Y 50,04 5% 49.1
Assay of diclofenac HPLC mg per
sodium Eur.Ph. 2.2.29 capsule
10. Cynyrai peuoBuHn
Related substances
1-(2,6-auxnoptenin)- Huxue
2-ingoninon He Sinbure 0,2 BCTAHOBACHOY
1-(2,6-dichlorophenyt)- Not more than 0.2 mexi
2-indolinone BEPX < reporting limit
€ 2229 1
% Traxae
Jomiwka B HPLC He Giaswe 0,2 BCTAHOBJTEHOT
Impurity B Eur.Ph. 2.2.29 Not more than 0.2 mexi
< reporting limit
Homimka C [T —
Impurity C He Ginpwe 0,2 BCTAHOBACHOT
Not more than 0.2 Mexi
< reporting limit
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Ceprudikar sixocri JikapenKoro 3acody
Quality certificate of the medicinal product

Cropiuka / Page

BunpoOysauus Meron Olmll."lﬂ TonycTumi mexi ans nikapebroro sacoly Pesynurarn
Tests Method PHMIEY Specifications Results
Units
OnnHnuna Hesizoma Huoxue
AOMimKa He Ginbwe 0,2 BCTAHOBACHOY
Single unknown Not more than 0.2 Meski
impurity < reporting limit
Cyma nesizomux
AOMILLIOK He Ginbue 0,5
Total unknown Not more than 0.5 i
impurities
11. Posnapanns €P29.1 xoununn | He 6inbuoe 30
Disintegration Eur,Ph, 2.9.1 minutes | Not more than 30 2
Baranpia maca: 245 mr£ 10%
250,4
12. Cepeansi maca Barosuii mr Total weight: 245 mg + 10%
Average weight Weighting mg Herro maca: 168,80 mr £ 10%
Net weight: 168.0 mg & 10% 1730
13. OnnopigHicTs Macu €D 295 3rigro sumor €O Biznosinac
Uniformity of mass Eur.Ph. 2.9.5 - According to the Eur.Ph. requirements Corresponds
14, OaunopignicTs '
R030BAHAX OTHHUNL €D 2,940 r 3rigno sumor €0, AV<1S 8.1
Uniformity of dosage Eur.Ph. 2.9.40 According to the Eur.Ph, requirements. AV<15
units
Tiaminy rigpoxsopny ne memue 80% (Q =75%) uepes 30
XBUJTAI Bianosigae
Thiamine hydrochloride and pyridoxine hydrochloride: not less Corresponds
than 80% (Q = 75%) in 30 minutes
Tipuaokeniy rigpoxaopna ue menue 80% (Q = 75%)
yepe3 30 xpuanu Bignosinae
15. Posunnenns €D 2.9.3 % Pyridoxine hydrochloride not less than 80% (Q = 75%) in 30 Corresponds
Dissolution Eur.Ph.29.3 minutes :
Juctodenar parpiio:
Diclofenac sodium:
- e 6inbue 10 vepes 120 xeumun 8 0,1 H poaunni Bignoginae
KUC/IOTH X[OPHCTOBORHCBOY, Corresponds
not more than 10% after 120 minutes in 0.1 N
hydrochloric acid solution.
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Ceprudikar sikocti JiKapchroro 3acoby
Quality certificate of the medicinal product

Onununi .
BunpobyBanust Meron . Jonycrnmi Mesxi Anst TiKapehLKoro 3acoby PesyapraTi
BuMmi
Tests Method . Py Specifications Results
Units
- ue menme 80 (Q = 75%) uepes 30 xsunun y
dbochaTnomy Gydepromy posumuni pH 68 Bianosinac
at least 80% (Q = 75%) in 30 minutes in phOSphﬁtC buffer Corresponds
pH 6.8.
€P 514
(meron 2.6.12
16. MixpoGionoritsa 12.6.13) . . He
3riano sumor €@ TECTUPOBANOCH
unerora® Eur.Ph.5.1.4 i . Not tested
o . According to the Eur.Ph. requirements
Microbiological purity* | (method
2.6.12 and
2.6.13)
Cepist Binnosigac BUMoram
Jlata sunycxy / Date of release: 06.12.2024
* peCT BHKOHYEThCs s koxHof 10 cepii
* Test performed for each 10 batch
JMara / Date: 10.12.2024

B.Huneparopdep, ' JI-p. B. 3afus,

;&'nomiommccna ocofia 3 axocti / Quality Authorized person

Compiled by / Bukonaseus
I

GlePharma

G.L. Pharma GmbH

Industriestrate 1 g CEPRI
|

2502 Lannach, Austria y
43 3136 82 577 -

H
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