)

Dr. Falk Pharma GmbH

Certificate

Product: / Mpomyxr:

Batch No.: / TTaptis Ne:
Batch release date: /
Hara Bumycky cepil:

Manufacturing date: /
Hara supobuniiraa:

Expiry date: / TpwzaTmiiit go:
Batch size: / Posmip cepif:

Registration number in Ukraine:
{ Pecotpauiitue nocnimyenns
BYkpaini

Strength/Potency: /

' Endof‘alk@,'pewder for oral solution,

of Analysis / Ceprugixar ammiéy |

55,318 ¢ of powder in packs, 6 packs in a
carton box with Ukrainian labelling v

Ennodansk, nopoinok ans opansuoro posunny, no 55,318 r nopomky v nakeri,
no 6 maxetin y kopoSui 3 kapTouy 3 MBPKYBAHHAM YKPATHCHKOK MOBOK)

“K24007A
ACAG D2l

04,2024

04.2029

16318 packs / 16318 ynakonox

UA/4197/01/01 from 26.01.2021 anlimited/

UA/4197/01/01 six 26.01.202] Aificruit #a HeoGMexenuit TePMiH

I sachet contains 52.5 g Macrogol

Endofalk powder (UA)

ENP_W0000_M32Ps 1_master Version 08; Template UA,

Cuna i/ Axrnsmicrs: -1 maxeTux MicTHrs 52,5 r Makporona
potassium chloride 0,185 ¢
0,185 r kairo xnopuny
sodium bicarbonate 0,715 g
0,715 r warpito GixapGonary
sodium chloride 1,4 g
1,4 r uarpito xnopuay
Test/ , Specification / Result /
TeceTyemuii mapamerp Crenpdicamin Hocunannn
Appearance white powdered mixture of various crystalline | conforms
substances )
3osRimpi# suraan Bina nopomkonoxi6na cyMim pismix Bignoaigae
« KPHCTANMITHUX peT0BHH _
Odour aromatic (of passion fruit and oranges) conforms
Jamax apomartHui (apomar Mapaxy? Ta AIENBCHHE) Biamosinae
pH 7.5-8.8 8.30
(Ph. Eur.2.2.3) :
pH 7,5-8,8 8,30
€ap. Tapm. 2.2.3) .
Density ebout 1.02 g/m] 1.020 g/m)
(Ph. Bur.2.2.5) .
I'yetuna 6mmssko 1,02 rimn 1,020 r/mn
{€sp. Dapm. 2.2.5)
Uniformity of mass 2 18/20 mean value + 7.5 % conforms
(Ph. Eur. 2.9.5) 20/20 meadn value + 15 %
(theorctical mass: 55.318 g) ) )
Onnopinuicth macu 218/20 cepenue anavenns + 7,5 % pinmopigae -
(srinxo €pp. 0, 2.9.5) 20720 cepenne spaversa = 15 %
(reoperiana Maca: 55,318 r)
Loss on &'Eying 1%
(Ph. Eur, 2.2.32)
BTparu B meci npn BHCYIHYBaHHI <1%
1 (€np. Papu. 2.2.32) AN I :
S o
1/ 2pproved bnGY 673018

Batch number: K24007A

JL
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@) Dr. Falk Pharma GmbH |

— sodium bicarbonate (potent. titr.)
— Macrogol 3350 (HPLC)
KinekicHe suanavenns

— Kkanio xnopux (IC abo ICP-OES)
— HaTpiK XAopun :
(motenuiomerp. THIPYBaHRS 260 H8))
— Harpiio GikapGonar
(moTenniomerp. THTPYBaHHN)

— Maxporon 3350 (BEPX)

715 mg/sachet (679.3 - 750.8)
52.5 g/sachat(49.9-55.,1)

185,0 Mr / naxernx (1758 Mr—194,3 Mr)
1400 Mr/ naxetnx (1330 mr— 1470 Mr)

715 wir / naxeivix (679,3 Mr —750,8 Mr)

52,5 r/ naxeruk (49,9 r =551

Test / Specification 7 Result/
TeeTyemuii napamerp Crieundixanin Hocnnanis

Dissolution time ... ' <5 min 84 sec
Ha¢ posuntenns < 5% 84 cex
Osmolality * [ 280 mOsm/kg (250 - 310) *
(Ph. Eur. 2.2,35)
Ocmonapuiere* 280 MOcm/xr (250 - 310) *
(€np, Papm. 2.2.35)
Identity ‘
— potassium (IC, flamie colour) positive positive
~ sodium (IC, flame colour) positive pogitive
— chloride (Ph. Eur.) positive positive
- bicarbonate (Ph. Eur.) positive positive
— Macrogol 3350 (HPLC) positive positive
Inenrudicamin
— xaniit (IC a6o konip AOIyM' 5} MO3HYHBHA TNY3HTHBHA
— Hatpiii (IC ao konip nomym’x) TIOSHTHBHA HO3UTHEHA
—x7aopuz (Eep. $.2.3.1) TNO3HTHEHA NO3UTHRHA
— Gixapdouar (€np. . 23.1 TO3UTHBHA NesHTERHA
— Makporon 3350 (BEPX aGo €rp. <D, DO3UTHBHA DO3UTHBHA
«Makporony) '
Content
- potassium chloride (IC, alt. ICP-OES) {185.0 mg/sachet (175.8-194.3) 183.19 mg/sachet
-~ sodium chloride (potent. titr, IC) . 1400 mg/sachet (1330 - 1470) 1399.4 mg/sachet

701.49 mg/sachet
53.61 g/fsachet

183,19 mr / narerax
1399.4 mr / nexetine

701,49 Mr / nakerex

53,61 r/ naxernk

Uniformity of content of 10 sachets tested, the content of not more Conforms
(Ph. Eur. 2.9.6) than one may differ by mare than 85 % ta [15
% of the average content and none by more
than 75 % t0 125 %
Onuoponuicrs Bmicty Buier ne 6inbt oproro 3 10 Tecrosammx Binnorigae
(Esp. ®apm. 2.9.6) NAXOTHKIB MOKe SHAXOAHTHCA B MokKaxX Bix 85
% fio 115 % sin CEePENHEOrO | KOLHOTO 3
TAKSTHKIB ~ v Mexkax ig 75% o 125 %
Microbiological quality * ' k
(Ph. Eur. 2.6.12 / 2.6.13,5, 1.4-1)
TAMC: S10%g
TYMC: <10%g
E. coli: absent in 1,0/g
MikpobGicnoriuns unerora*
(€p. Lapm. 2.6,12/2.6.13, 5. 1.4-1) < 10%r *
TAMC; < 10¥r
TYMC: BiACYTHiCTE B | I
E. coli:
" ‘this test is performed once a year

AZHUH TECT BUKOHYETECA OIHH Pa3 Ha pix.

Remarks: n/a
TlpmMiTea: w/a
Endofalk powder (UA)

ENP_W000Q M32P5 1_imaster Version 08; Templite UA 2/

Page 1/1
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Dr. Falk Pharma GmbH

Manufacturing site: /Bupo6umk: -

1 Losan Pharma GmbH / Josax Gapma ['MEX
Otto-Hahn-Strasse 13 /
Orro-Xan-Ulrpacee 13
79395 Neuenburg / 79395 HoeaGypr
Germany / HiMetyuna :

Klocke Pharma-Service Gmbl /
Knoxe Gapya-Cepsic TmeX
Strassburger Str. 77/ IirpaccOyprep mrrpacce 77 -
77167 Appenweier/ Afeneeep
Germany/ HiMewaama

Packaging site and QC: / Bupo6Guirk, Bianoninanenuii 2
NEpBHHHE, BTOPUHIE NAaKyBaHHA T2 KOHTpOJE gkocT:
Losan Pharma GmbH / Jlosan Dapma ImGX
Otto-Hahn-Strasse 13 / )
Orro-Xau-llirpacee 13
79395 Neuenhurg / 79395 HoeuGypr
Germany / HimMeyauma

Klocke Pharma-Service Gmbi /

- Kuoxe ®apma-Cepaic T'm6X
Strassburger Str, 77/ WlrpaccByprep urrpacce 77
77767 Appenweier/ Anensecp
Germany/ HiMeuauna

Batch release of finished: / Bigmosixansuit 3a BHIIYCK
cepii kinyesoro; )

Dr. Falk Pharma GmbH / Ap.Pamy dapva ImoX
Leinenweberstrasse 5 / Jlaiinesnebepurtpacee 5,
79108 Freiburg / 79108 dpaii6ypr, '
Germany / Hivewgeia

Endofalk powder Ua)

- DE_BW_01_GMP_2023_0041 nix 15.11.2029 zig~.,

ENP_W0000_M32P51_master Version 08; Template UA

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2024 0076 fiom 30.07.2024

Homep ninensii na aupoGamiirso Jozan dapma I'u6X:
DE_BW_01_MIA_2024_0076 six 30.07.2024

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2024 0001 from 20,07.2023 dli
19.07.2026

Homep ceprudixary GMP Nosan Papma I'm6X:
DE_BW_01_GMP_2024_0001 5ix20.07.2023 o
19.07.2026

Number of Manufacturing License Klocke. :
DE_BW_01_MIA_2024_0057 from 07.06.2024 ;
Homep niuensit a BupoBHrnTho Koke:

DE BW ¢ 1_MIA_2024 0057 sig 07.06.2024

Number of GMP-certificate Klocke.:
DE_BW_01_GMP_2023 0075 from 08.12.2022
Homep ceprudixary GMP Kroke:

DE BW 0 1_GMP 2023 0075 six 08.12.2022

Number of Manufécturing License Losan Pharma GmbH:
DE BW_01_MIA_2024_0076 from 30,07.2024

Homep ninensii na BupoGunurso Josan Dapma T'm6X:
DE BW_01_MIA_2024_ 0076 nin 30.07.2004

Number of GMP-certificate Losan Pharma GmbH:
DE BW_01_GMP_2024 0001 from 20.07.2023 till
[9.07.2026

Homep ceprugixary GMP Josay Qapma TmEX:
DE_BW_OI_GMP_ZOM__(}UOI Bix 20.07.2023 fo
19.07.2026 |

Number of Manufacturing License Klocke.:
DE_BW_01_MIA_2024_0057 from 07.06.2024
Howmep ninessii na BRHpOGHUNTED Kroke:
DE_BW_01_MIA_2024_0057 six 07.06.2024

Number of GMP-certificate Klocke.:
DE_BW_01_GMP_2023 0075 from 08.12.2072
Homep ceprudixary GMP Kioke:
DE_BW_01_GMP_2023_0075 nix 08.12.2022

* Number of Manufacturing License Dr. Falk Pharma GmbH:

DE_BW_01_MIA_2021_0020 from 17.02.2021
Homep minenaii A2 supoSuuittao Ap.@anny (Dapnggj.’?zﬁgg': %5

DE_BW_01 MIA_2021_0020 sin 17,02.2021, %752 T

pa
3 g

: ST
Number of GMP-certificate Dr. Falk Pharm¥ G bH: .
DE BW_01_GMP_2023 0041 from ISIL0Z2 4l .5
14.11.2025 ! A PR
Aol

Homep cepradixary GMP [Ip.dansk (Dap&ll :
14.11,2025 s T

approved on 07.02,2018

34
Batch number: K240074
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 Dr. Falk Pharma GmbH |

d, certify that the above batch is truly accurate, This batch (including packaging/iabeling) was
jected to quality control in the gbove production unit in compliance with the GMP requirements

ocal regulatory authority, as well as with the specifications contained in the matketing authorization
icense of the marnufacturer country or destination country, if the product is imported, or inthe product
specification file for the study drug. The Bateh Manufacturing Record, the Batch Packaging Record, and the Batch
Analysis Record have been reviewed and found to be compliant with GMP, .

Date and signature:

Hara ta oigmuge: Dr. Thomas Uhimann
: ; Ualified Person

: Dr. Falk Pharma GmbH
Leinenwebersty, § t
, 79108 Freiburg 1. Br, Germany

Py

Endsfatk powder (UA) ENP_W0000_M32P5 I_master Version 02; Template Ua 4/4 Approved on 07.02,20(8
- Batch number; K240074




R T I TR, VNP NSRS T
& il ek e A H ~

HEPXINKCIIVXEA VKPATHM
HEPIKABHA CJIVIKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMII y m. KHUEBI

npos, Hanil Ceitinunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog EOPIIOY 37079055

BUCHOBOK
PO sIKiCTH BBE3eHOro B Yxpainy sgikapebicoro 3acoly
19.11.2024 Ne 61264/24/26
EHIODAJILK

{HalMenynaniia nixapckoro 3acofy arimio 3 peecTpauiiiniaM nocRinyeHmAAL)
NOPOMIOK N5 OPANLHOTrO PO34RHY; o 55, 318 r NOpouIKy ¥ mareTi; mo 6 naxeris y wopotui
3 KEPTOHY

(ropma Bunyeky, [DO3YBAHEA, BII IOKYDAHHA NiKAPCLKOro 3acaby)

Homep peecrpauiiioro noceinnenns UA/4197/01/01 CTpok Al peccpauiiitoro nocsixuenna HeobMeKen it

Cepis nikapeskoro sacoby Ne KKZ4007A Kinbxicts seeseroro nikaponkoro saco6y 16318
BupoBunic Hp. ®ansx Gapma 'm6X, Hiveuussna
(HaiMCHY NI BHPOGHNKA Jiikapcekore 3acoby, KpaiHa NOXOMKCHHA)
Baesetio B Vpaiiy IIpusaTaHe axuionepie rorapuerno "HATYPDAPM'", inenr. xon:
24930169

(1afimenysauna Ta xox sa SHPHQY lopumyHol ocoby abo npiasiue, im's, no Garskosi
(hiarunol ocodu - pinnpresis, T sicue NPOKHBRHES Ta peecTpauifinmi noMep ofnikonot
KAPTRH RNATHHKA NoAaTkIB abo cepis Ta 1oMep nacnopra)

Iporoxon sisyansuore korrpomo oix 19,11.2024 3 4035/1.

3a  peaynwratamu aepmasmoro KOHTPOMIIO  BCTANOBNEHO, WMo  Jikapoekuii ~37¢i6 BeezeHo & ¥xpainy 3

AOTPHUMAHHSIM ByMOr 32KOUOXABCTBE WOAO 3A6E3NEYENNS TKOCT] Jikap

Muxona XOJTOOEHKO

S
(nianuc) (imiuiznn Ta npiasnme)
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=

Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudikar anamisy

Product; / Hpooykt:

Batch No.: / [aptia Ne:

Batch release dater/
Hara pumycky cepil:

Maﬁuf‘acturinﬁ date: /
Hara sHpoSHuILIRa:

Expiry date: / [psusaTami no:
Batgh size: / Poamip cepil:

Registration number in Ukraine;
{ Pecetpariiitie mocsimyeror
BY Kpaini

Strength/Potercy: /

Endofalk®, powder for oral solution, 55,318 g of powder in packs, 6 packs in a
carton box with Ukrainian labelling

Engodansk, TOPOIIok U1 OPansHOro posdasHy, 1o 55,318 ¢ nopouky v naketi,
no 6 naxeTis ¥ KopobLi 3 KAPTOHY 3 MAPKYBAHHAM YKDATHCRKOIO MOBOIO

K240004

A0 A Loy

07.2024

07.2029
16450 packs / 16450 ynakosox

UA/4197/01/01 from 26.01.2021 unlimited/
UA/4197/01/01 ni26.01.2021 niticrmit na HeoGMexenuit TepMin

1 sachet contains 52.5 g Magrogol

Cuma Ai¥Axrupaicrs: I makerux MictrTh 52,5 r Makporona
potassium chloride 0,185 g
9,185 r xaniro xnopuny
sodium bicarbonate 0,715 g
0,715 r sarpio GikaploHary
sodiwn chloride 1.4 ¢
1,4 r Haplio xnopumy
“Test/ Specification / Result/
) Tecryemmii napamerp Crienndpicanin Tockranun
Appearance white powdered mixture of various erystaliine | conforms
substances
Sossitaini s Bina nopommcononifua cymin pisti Bifnosipae
KPHCTARIMEMX PEYOBHH
Cdour arematic (of passion fruit and oranges) conforms
3anmax -aposarhidt (apoMaT Mapaky! 1a dienscHia} Bixnosinae
pH 7.5-8.8 831
{Ph. Bur. 2.2.3)
pH 7.5-8.8 8,31
(Epp. Dapy. 2,2.3)
Density about 1.02 g/ml 1020 g/l
(Ph. Bur. 2.2.5)
Tyernua : Gnusero 1,02 r/mn 1,028 o/mn
(Erp. Papm, 2.2.5 '
Unifermity of miss > 18/20 mean value + 7.5 % conforms
{Ph. Eur. 2.9.5) 20720 mean value + 15 %
(theoretical mass: 55318 g)
OpuopianicTs mach >18/20 cepenne sHavenud £ 7,5 % Bianusinae
(arimo €rp.P. 2,9.5) 20/20 cepense 3uauennt & 15 %
(reoperuuna maca: 55,318 r)
Loss on drying 1%
{Ph. Fur. 2.2.32)
Brpari 8 maci 1py BHCYWUYBAMNS <1%
(E€Bp. Yapm. 2.2,32)
Endofalk powder (UA) ENP_WO000_M32P51_master Versiort 08; Templare UA 174 iggisvet GO 88 S0rs

— e 1/ — :
277,5;%,/1/ 7G5 %}g 1;741475_. LOL S OL/ﬁﬁé/f

Batch number; K24000A

at




Dr. Falk Pharma GmbH

— Macrogol 3350 (HPLC)
Kinnxicre susuagensn

— ganlio xropug (IC 460 ICP-OES)
— Harpic XIOpHA

(noreruioMerp. THIPYBaHHS abo ICY
~ garpir OikapSonar
(moTenoMeTp, THTPYBaHHN)

— Makporon 3350 (BEPX)

52.5 glsachet(49.9-55.1)

183,0 mr / nakerux (175,8 Mr— 194,3 mr)
1400 mr / naxerux (1330 M — 1470 mr)

715 sar / nakerdk (679,3 Mr— 750,8 mr)

52,5 v/ naxernx (49,5 r— 55,1 r}

Test/ Specification / Result /
_Tecryemull mapaMmerp Cnenndirauin Hocunanug
Dissolution time < 5 min 107 sec
Yae posgaHeH s <5 xn 107 cex
Osmofality * 280 mOsm/kg (250 - 310) 4
(Ph. Eur, 2.2.35)
QcmopapricTs™ 280 MOcm/xr (250 - 310) *
(€sp. Dapm, 2.2.35)
Kdentity
— potassium ({C, flame colour) positive positive
- sodium (IC, flame colonr) positive positive
— chloride (Ph. Eur.} positive positive
— bicarbonate (Ph, Eur.) positive positive
— Macrogol 3350 (HPLC) [ positive positive
TgenTadikanin
— xamii (IC abo xorip monyM’s)  (I03UTHBHA HO3HTHBHA
- narpiit (IC d6o Konmip noayM’s) MO3SUTHBHA NO3IHTHBHA
— xnopux (Cep. ©.2.3.1) HOIHTHBHA OSHTHBHA
— GixapGounar (€np. @, 2.3.1) TIQ3UTHENA NQ3UTHBHE
— maxporon 3350 (BEPX afo €sp.. T3UTHBHA NO3HTHBHA
«Maiporomn) _ _
Content -
-- potassium chioride (IC, alt, ICP-OES) | 185.0 my/sachet (175.8 - 194.3) 177.40 mg/sachet
—sodium chloride {potent. titr, IC) 1400 mg/sachet (1330 - 1470) 1333.4 mp/sachet
— sodium bicarbonate (potent, titr.) 715 mgfsachet (679.3 - 750.8) 71592 mg/sachet

53.51 g/sachet

177,40 my/ Haketux
1333,4 mr/ naxeTnx

715,92 mr / nakerHK

5351 r/ nakeTak

QOpueoponuicTs BMicTy
(Esp. ©apm. 2.9.6)

HAKETUKIR MOXKE 3HAXOLUTHE B MedKax Bift 85
% po 115 % Bia cepesssoro i MOAROTO 3
neakeTHKIB —y Mexax Bin 75% fo 125 %

Uniformity of content of 10 sachets tested, the content of rot more Conforms
{Ph. Eur. 2.9.6) than one may differ by more than 85 % to 115

% of the dverage content and nohe by more

than 75 % 1o 125 %

Buicr se Btsi onmoro 3 10 tectopanyy Bianorinae

Microbiclogical quality *
{Ph. Bur. 2.6.12 /2.6.13,5.1,4-1)

TAMC: < g

TYMC: < 10%g

E. coli; absent in 1.0/g

MixkpoGionoriyna uderora®

{Cep. Gapm. 2.6.1272.6.13, 5.1.4-1) < 10%r *
TAMC: < 10%r

_TYMQ" pigoytHicTe s [ ¢

E. coli:

* this test is performed oncea year

HaHHi TeCT BUKOHYETLCA OAHH pa3 Ha pik.

Remarks: n/a
Mpumirka: w3
Endofalk powder (UA) ENP_W0000_M32P51_master Version 08; Template Ua 2/4 apptoved on 07.02,2018

Bateh number; X24000A

Page 1/1




Dr. Falk Pharma GmbH J

Manu facturing site: /BupoGrux:

[C] Losan Pharma GmbH / Hosair Dapma ['MEX
Ofto-Hahn-Strasse 13/
Orro-Xansltlrpacee 13
79395 Neuenburg / 79395 Hoenbypr
Germaity / HiMewanua

Klocke Pharma-Service Gmbi /
Kiore Gapia-Cepsic I'MEX
Sttassbwiger Str. 77/ 1ltpaceSyprep trrpacce 77
#7767 Appenweier/ Anewseep
Germany/ HiMeayuna

Packaging site and QC: / Bupofinnk, siqnoeisans i 34
OEpBURHE, BIOPWHHS MAKYRSHHT T4 KOHTPONS AROCTI
Losan Pharma GmbH / Josan ®apma [M6X

QOtto-Hahn-Strasse 13 7

Orro-Xaw-liTpacce 13

79395 Neuenburg / 79395 Hoentypr

Germany / HiMewauna

B3 Klocke Pharma-Service GmbH /
Knoxe ®apma-Cepaic M'MEX
Strassburger Str. 77/ UlrpaccByprep mrpaces 77
77767 Appenweier/ Anermecp
Germany/ Himeuwsma

Batch relegse of finished: / Binnosizans nuit sa BHITYCK
cepii xisueporo:

Dr. Falk Pharma GmbH / [lp, Danvk dapsra Tu6X
Leinenweberstrasse 5 / JlnttHennebeputrpacee S,
72108 Freiburg / 79108 Dpaibypr,

Germany / HiMeuunya

Endofalk povder (UA)

ENP_WO0000: M32P51_master Version 08: Template UA

Number of Manufaciuring License Losan Pharma GmbH:
DE_BW_01_MIA_2024_0076 from 30.07.2024

Howmep nivewsi} va BupoBHuirso Jozau Papma TMEX:
DE BW _01_MIA 20240076 six 30.07.20724

Number of GMP-certificate Losan Phatma GmbH:
DE BW_0f_GMP_2024_ 0001 from 20.07.2023 till
19.07.2026

Homep cepradixary GMP Tozay hapma 'moX:
DE_BW_01_GMP_2024_0001 8i520.07.2023 xo
19.07.2026

Number of Manufacturing License Klocke.:

DE BW 0 1_MIA 2024 0057 from 07.06.2024
Homey ninensi¥ va supoburnTso Kroke:

DE BW_01_MIA_2024 0057 ix 07.06.2024

Number of GMP-certificate Klocke.;

DE BW_01_GMP_ 2623 0075 from 08.12.2022
Homep ceprudicary GMP Kioxe:

DE BW_01_G MP_2023_0075 pix 08.12.2022

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2024_ 0076 from 30.07.2024

HoMep ninersit va supoSupuTso Mozan Lapma FuEX:
DE BW_01_MIA_2024 6076 nig 30.07.2024

Number of GMP-certificate Losan Pharma GmbH:
DE B W_OI“G'MP_2024_0001 from 20.07.2023 till
19.07.2026

Homep ceprudixary GMP Jlozan Dapma I'mbX;
DE_BW_01_GMP_2024_0001 six 20.07.2023 no
19.07.2026

Number of Manufacturing License Klocke.:
DE_BW. 01_MIA_2024_0057 from 07.06.2024
Homep niuensif pa supobunntso Kroxe:

DE BW_01_MIA_2024 0057 iz 07.06.2024

Number of GMP-certificate Klocke.:
DE_BW_01_GMP 2023_0075 from 08.12.2022
Homep ceprubixaty GMP Koxe:
DE_BW_01_GMP_2023 0075 eix 08.12.2022

Number of Manufacturing License Dr. Falk Pharma GmbH;
DE_BW_01_MIA_2021_0020 from 17.02.202]

Homep ninewsii na supoSuaurso Mp. Gansk Dapma'MEX: -
DE BW_01_MIA_2021_0020 sig 17.02.2021.,.7" .» - I

i

YA
Number of GMP-certificate Dr. Falk Pharmia Giib:
DE_BW__Oi_GMP_ZGQ3_(}041 from 15.14.202Z till
14.11.2025 TS
Homep ceprugixary GMP JIp. dansx Dapmia ['wEX7
DE_BW_01_GMP_2023_0041 six 15.11.2032 i
14.51.2025 L

T e

appoved on 07.02.2018
Batch number. K240004

KFL

Page 1/1




¢ Dr. Falk Pharma GmbH

L, the undersigned, certify that the above batch is truly accurate, This batch (including packaging/labeling) was
produced and subjected to quality control in the above production unit in compliance with the GMP requirenents
established hy the local regulatory authority, as well as with the specifications contained in the marketing authorization
dossier or trade license of the manufacturer country or destination country, if the product is imported, or in the product
specification file for the study drug. The Batch Manufacturing Record, the Baich Packaging Record, and the Batch
Analysis Record have been reviewed and found te be compliant with GMP,

A1, 0o HExe migucanen, 3acBinNyw, o BHlileHapefena Cepin ¢ NOCTOBIPROTOYHoO. Hana cepin npomyrigi dyna
BHpDOACHA (zmoqasowyuamsxy/mapxysanﬂx) i tpeReAermt RONTPOE 1Y AROCT Ka BHILeIrafaHoMy BUpOOHI oMy

Date and signature: Dr. Thomas Uhlinann
Hara ta ninnme; Qualified Person

A of

Dr, Falk Pharma GmbH

Leinenwebersty, §
78108 Freiburg i. Br, Germany

Endofalk powder (UA) ENP_W0000_M32P5 t_master Version 08; Template A 474 approved on b?.02,20 18
Batch number: K240004
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AEPXJIKCIIY XBA YKPAIHI
AEPXKABHA CIVIXBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npaos. Hanil Ceitanysol, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dis.gov.ua, Kon €IPTICY 37079055

BHCHOBOK
Opo fAKicTs BBE3eHOro B YKpailty JlikapesKoro sacoby
19.11.2024 Ne 61274/24/26
EHIO®AJIBK

(uafsenysaina nikapeuroro 3scoby 3riako 3 pecerpatifinem nocniaueHm)
AGPOUIOK ANt OPARBHOrG po3uKiy; 1o 535, 318 & nopowky y maketi; no ¢ naxeris y kopobui
3 KAPTOHY

(popisa BrRyCKy, AOSYBANHA, BHA NAKYBAHHS JIKAECHKOFO Jac00Y)

Homep peectpauiiinoro nocsinvenns UA/4197/01/01 erpox xif peecrpanitisoro nocsinuesns HeOBMEMEHHH

Cepia nikapecnxoro sacofy Mo K24009A Kinekicts Bseaenore nikapeukoro sacofy 6120
BupoSiuk Jp. Pansk Papma I'mGX, HiMeaunna
{HaliMenypanns BHPODHHKE Nikapeekaro 3aco0y, KPaTHA TIOXQMKCHNHS)
Beeseno B Ypaily Ypusarue axuionepne topapuerso "HATYPOAPM", incur. woan:
24930169

{valimenysania Ta kod 38 CAPTIOY iopurnvnol ocoGu afo npisphiue, is's, no Garexosi
iznunol ocobu - nianpueMua, i Micue NPoXHUBAHHEA T4 peccTpaulfinkii HoMep obnixosol
KEPTKM NJIATHH KA Nonarkis aGo cepis T HoMep nacnopra)

Mporoken sisyansrero konrpono six 19,11.2024 N 4035/2.

3a  pelyaLTATAMH NSPHABHOTG KOHTPONK BCTANOBACHO, WO Rixkapeeknjl, 3aciG Bsescuc B Yepalny 3

ACTPHMaHHAM shMor 3ax0H0AFRCTRE WOAO-3263NCUEHHA AKOCTI kg

Mukona XOHO}],EHKO_

{ninnnc) (iniidann Ta npizenus)
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