JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

25.02.2026 Ne 7836/26/10

OKTPEOTHU/] - Mb

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
po34MH 14 iH'exnii, 0,1 mr/mi; mo 1 Ma1 B amnyJi; o S amMmnya y navui 3 KapTony

(dhopma BuIycKy, NO3YBaHHS, BHJ IIAKYBaHHS JIIKapCchKOro 3acoly)

Howmep peecrpauiitroro nocsinuenns UA/14242/01/02 crpox aii peecrpaniitsoro nocsinuenns 01.01.2099

Cepis mixapebkoro 3acoby Ne 41210EA KisnbkicTs BBe3eHOrO Jikapceskoro 3acody 450
Bupo6ruk benpanic 'm6X, Himeuunna
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnosinaabHicTIo "OnTtiMa-®apm, JIT/", inenr. kox:
21642228

(naiiMenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiie, iM'a, o GaTekoBi (iznaHOT
ocobu - mignmpuemus, i Micle IpoKHUBaHHA Ta peecTpaliiHmi HoMep 00/IiKOBOT KAPTKH IJIATHAKA
noaaTkiB abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro konrposo six 25.02.2026 Ne 0437/1.

3a pesyibTaraMH JEpPHKABHOIO KOHTPOIIO BCTAHOBICHO, IO Jlikapcekuil 3aci® BBe3eHo B YkpaiHy 3
JOTPHMAHHSM BuMOr 3aKOHOJABCTBA 110/10 3a6e3neyeH s AKOCTI JIiKapchKHX 3ac00iB.

B.o. ngdamunka cuyuctn ' f,--;}f::--" Onsra EPHOMEHKO
ppoooe + m e e
IIHI-_'n_i_'I‘H'iL:I LTt_LIi?'n:!_JJ'.'L.‘.l.iii} .;';L‘F‘Jiﬁ.l!-'l“}r? Ky |T|\.IE[|-_I-| [atamdG § [ vemiildumi T I;FI IFSkEEEL = )
- MH. & /f
e R -.-",d"
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| Tipoaykr

Cepradixat Anamizy

Ha3pa remepuusoro

Oxtpeotun 100 MKT
Oxrpeotus - MB, po3uu ans

bennpanmic

Kpai:lia-exénop'rep:
Kpaina-imnoprep:

Himeuunua |
YxpaiHa |

Hpenapary 1’ exnidi 0,1 Mr/mn, no 1 Ma B
amy i
Poamip ynaxorkn: Ne5 (no 5 amnyn y nayui 3 Bupobnax bennanic I'mb6X, Kenrenpinr
KapTOHY) BignoBiganuARH 3a 17, Obepxaxiunr, bapapis,
i BHIIYCK cepii / 82041, Himewunna
Himeuwnna;
Homep cepii bulk: 41210E Jlinenzia na DE BY 04 MIA 2025 0048
BHPOOHNITHO: /ROB-53Ph-2677 Ph_2-35
Homep cepii: 41210EA Pozmip cepii: 160 nizpis (30,000 ammyn abo |
6,000 ynaxosox)
Homep
peccrpaniiinoro UA/14242/01/02 Jara sapodEENTEA: 10.12.2024
nochinUenns B milicHe: Ge3cTPOKOBO
Yxpainui:
| - Tepmin spanaTRocTi: 12/2029
.[ Teer Cnepndikanin { PesyinTaTa _
1. Onne IIposopa Ge3DapBHA pifusa Binmosinae
|
2, InenTudicamis
BEPX Ha  xpomartorpami  BunpobopyBaHoro | Bianosimae
po3uuHy,  OAepXaHOTO Y  posmim
«Kimpkicue BH3IHAYEHHIY, qac
YTPHUMYBAaHHS  OCHOBHOTO THKY  Mac
CIMBIIARATH 3  9acoM  YTIPHMYBAHHS
OCHOBHOTO  THKY Ha  Xpomarorpami
PO3YHHY NOPIBHAHHSA
THEX ' Ha  xpomarorpami  BumpoboryBaroro | Bigmosigae
PO3UMHY Mae BUABIATHCA OCHOBHA ILIAMA
H2  piBHL  OCHOBHOI TUIAMH  Ha
XpoMmarorpaMi  pOZUWMHY  IIOPiBHAHHA,
BIAMOBIAHA TH 38 PO3MIPOM, MOJIOKEHHIM
Ta 3abapBIIeHHIM
?égf’g?;l;;ﬂb RO Pozqun Mae 6yTH PO30opHM Binnosimae
4. Koanoposicrs po3amny 3abapsneHns po3umHy Mac OYTH He Bi :
(€D, 2.2.2, MeTox 1) IHTEHCHBHIINNM 3a eTanon B 1,inj)mnae _ |
| 5. pH (€0, 2.2.3) Bin 3,9 10 4.2 4.1
1
fég?;;’l%o B“Tﬁmef"cﬂ He menme 1,0 mu/amMnyni | _1,0 Mu/ammy .!
7. Mexani9Hi BKIIOYCHHS
Buapmi vacrru (€@, 2.9.20) | Mae OyTu 0e3 BUAWMEX MeXaHI9HUX 1 Bixgnosigac
BKJIFOYEHE '
Hemunpmi gacrku (€D, > 10 MxM < 6000 yacTox/amiry i 11 =acrox/amimyni
2.9.19, meron 1) > 25 MM < 600 gacTok/aMITyni 1 qacrxafa:»m_\{giﬁg;z\
) S N
. =
8. OnnopinaicTs gozoBammx | AV <15 Bigmosigne -_,{ T
oquunns (€O, 2.9.40) : (A\é:’—‘ﬁﬁkég./m

ﬁfﬁ gee ~  SEES
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9. bakTepiannhi He 6Gimpme 20 EO/Mn | <6 EO/Mn
eHaoToKcHnu (€D, 2.6.14,
MeTom A) B B | -
10.CrepaasHicTt Mae 6yTH crepHiILENIM Crepuneauit
(€0,2.6.1)
11.Cynposiani xomimxn®
(HPLC)
Oy Ib-sKa cnetEdiva He 6inpme 0,2 % <LOQ*
imenTudixoBaHa noMimka®
Oy ns-axa reiaentudikopana | He Gimeire 0,5 % <LOQ*
| AOMIIIKA
| cyMa JIOMIiIIoK He 6inpime 1,5 % B <LOQ*
| 12.Kinekicue puzaaqdenna | Bix 0,095 mr g0 0,105 Mr/mn 0,101 Mr/ma
‘ (HPLC) (95 — 105 %) Bix 3a3HaYeROI KIMLKOCTI (101,3%)
OKMPeomudy OKTPEOTHILY

D os MM BHMipS]HHf[HHPOTH 0,5 % cranpapraoro pozuuRy OKTpeoTHIy Ta Eozpaxonarmi‘{ irl[_a_BP[MipHHHﬁ

BMICT

2 [Acm]-Oxrpeornn/ RRT 0.95 — 0.97, Oxrpeotun MeTnn ectep RRT 1,20 - 1,22
) Vi aHaniTHaHi pe3ymyraty Gy HepeHeceHi 3 cepTudikaTy aHAII3Y BEPOGHHAKA.

*LOQ=0.1%

Ium s 3acBiguyto, Mo HaBeeHa BUINE iHdopmaria € gocToBipuow Ta Tounow0. Ll cepis npoaykuii Gyma
BAIOTOBICHA Ta TepebipeHa Ha skicte Ha Comodapm ®Papmanoiitime Epnofiraicce I'M6X
(Imxycrpienrrpacce 3, 34212 Mene3ynren, HiMegunna), BKIOYAKYM (IAKYBAHHA/MApKyBaAHs Ha BiokaHom
®apma I'M6X (Kexnep rpacce 7, [1-76437 Paurrar) y nosdiit Bignosianocti a0 airounx sumor GMP, mo
BCTAHOBIIEHI MICHEBHM DETYISTOPHHM OPTaHOM, & TAKOXK RIAMOBIAHO M0 cueumbikamiit mo MicTATeCS ¥
peectpaniiiroMy nocke KpaiHg-iMuoprepa. [IpoToKoMH BHpOOHUNTEA, NAKyBAHHA T4 aHamisis cepili 6ymno

[ KorTpons axocTi:
Oumnpra Kamepep

Iocana: KepiBHUK BiAALITY AKOCTI

HIEepeBIPEH0 Ta BU3HAHO TAKUMH, IO Bianowigaots, GMP,

QOcoba, 1m0 YIIOBHOBAKYE Bunyck;épii':
Kpicrian Imvubeprep

IMocana: Keamidikosana ocoba

iguuc: (Erexmponnuti rionuc)
Onsra Kamepep
Hara: 2025.11.26 12:02:40 -+01°00°

Migmece: (Erexmponnuii nidnuc)
Kpicriaa ImmGeprep
Jara: 2025.11.26 17:27:32 +01°00°

Hara: 26.11.2025

| Jlara: 26.11.2025
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CERTIFICATE OF ANALYSIS \ Bendalis:
Product: Octrectide 100 yg Exporting country: Germany
Importing country: Ukraine
Generic name: Octreatide-MB, solution for :
injection, 0.1 mg/ml Manufacturer in terms of (B)ebr(]acrllr::ih?r?-l bl;,a‘lfeﬂ_:enggalli’,
1 ml in ampoule batch release/ Germany; Garmian Js are, *
Pack size: NS (5 ampoules in carton pack) y
. Manufacturing licence:  DE_BY_04_MIA_ 2025 0048/RO
pechiito-bulic SIS B-53Ph-2677.Ph_2-35
. Batch size: 160 | (of which delivered 30,000
Batch o H12A0EA ampoules or 6,000 packs)
Registration Certificate #UA/14242/01/02, valid Manufacturing Date: 10.12.2024
Ukraine: termless Expiry Date: 12/2029
Test Specification Test Result 5
1. Description clear, wolourless liquid complies
2. Jdentification
The retention time of the major peak in the
chromatogram of the assay preparation should ;
HEES correspond to that in the chromategram of reference complies
solution.
In the chromatogram of the assay preparation major spot
Tic should appear on the level of the major spot in the complies
chromatogram of the standard preparation, confirming as
per size, location and coforation.
3. Clarity (Ph.Eur., 2.2.1) should be clear complies
4, Coloration the colour of the solution should not be more intense cribilice
(Ph.Eur., 2.2.2, methed II) than standard Bs comp
5. pH (Ph.Eur., 2.2.3) 3.9-4.2 4.1
6. Extractable Volume
(Ph.Eur., 2.9.17) Not less than 1.0 mlfampoule 1.0 mifampoule
7. Particulate matters
Visible particles {Ph.Eur., 2.9.20) should be free from visible particles complies
Sub-visible particles = 10um < 8000 particlesfampoule 11 part./ampouie
{(Ph.tur., 2.9.19, method I} = 25um < 600 particles/ampoule 1 part.fampoule
8. Uniformity of dosage units AV £ 15 . Ve
(Ph.Eur., 2.9.40) complies {AV==3.5)
9. Bacterial Endotoxins
(Ph.Eur., 2.6.14, method A) S2010./m s
10. Sterility {Ph.Eur., 2.6.1) must be sterile sterile
11. Related substances © (HPLC)
each specified identified 2 NMT 0.2 % <LOQ*
any other impurity NMT 0.5 % <LOQ*
totat impurities NMT 1.5 % <LOQ*
12. Assay (HPLC) 0.095 - 0.105 mg/mi 0.101 mg/ml
Octrectide {95.0 — 105.0 % of labeled content) (101.3%)

9% wiw measured against 0.5% octrectide standard solution and calculated on measured content
2 [Acm]-Octreotide RRT 0.95-0.97, Octreotide methylester RRT 1,20 ~ 1,22
3 All analytical results were transferred from the manufacturer's Certificates of Analysis

*0Q = 0.1%
NMT — not mare than

I hereby certify that above information is authentic and accurate. This baich of product has been fabricated/manufactured and guality tested
at Solupharm Pharmazeutische Erzeugnisse GmbH (Industriestr, 3, 34212 Melsungen, Germany) including packaging/labelling at Bickarol
Pharma GmbH (Kehler Str. 7, D-76437 Rastatt) in full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorisation of the Importing country. The batch processing, packaging and analysis records were reviewed

and found t be in compliance with GMP.

Quality Control: Olga Kamerer

Batch release authorizing person: Christian [Imberger

Designation: Head of Quality Control

Designation: Qualified Person

e

Signature: Olga Kamerer &3

Etuen: F25.11.26 172937 401

Signature: Christian [mberger

Balts unterschrithin von Chis -;.vf‘:%-_:i |

Date: 26.11.2025

Date: 26.11.2025
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