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

15.04.2025 Ne 397/25/10

BPOHJIEC®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Kancyau Tepai no 375 mr, no 10 xancy.a y 6aicrepi; no 3 6.ricrepu y KapToHHiH ynakosui

(dhopma BuycKy, NO3yBaHHS, BHJ IAKYBaHHS JIIKapchKOro 3aco0y)

Homep peecrpariitnoro nocsiguenns UA/17598/01/01 crpox aii peectpariitnoro nocsinuenns 01.01.2099

Cepis mixapcebkoro 3acoby Ne 1124917 KinbkicTs BBe3eHOrO Jikapceskoro 3acoby 1260
Bupo6ruk AJIKAJIOIJT AJT Cxon’e, Pecniy6utika ITiBniuna Makeouist
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOKEHHS )
Baesero B Vipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. xox:
21642228

(naiiMenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiie, iM'a, o GaTekoBi (iznaHOT
ocobu - mignmpuemns, i Micle IpoKHUBaHHA Ta peecTpaliiHui HoMep 00IiKOBOT KAPTKH IJIATHHKA
nojaTkis abo cepis Ta HOMep nacrnopra)

Iporoxoa Bisyaasnoro konrposo six 26.02.2025 Ne 0025/5.
JlaGoparopHuii aHaIi3 SKOCTI JKapCHKOTo 3ac00y 3/iHCHEHMIA:

JAIT "LlenTpansha sabopaTopis 3 aHATI3y SKOCTI JIIKAPCHKHUX 3ac00iB 1 MEUYHOT MPOAYKIi"
(m.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kynpsisceka 8B KuiBcbka obacts, ¢. Hosi Ilerpisiii,
Bys1. [Bana ®panka, 19)

(naliMeHyBaHHSA Ta MicIie3HAXOLKEHH: abopaTopii, o MpoBena NadopaTOPHHIA aHaNi3 SKOCTI)

BHCHOBOK 1110710 AKOCTI JHiKapesKoro 3acoby, Buanuii naboparopieto sig 09.04.2025 Ne 0490

Pesynsrary 1a60paTOpHOro aHAII3y AKOCTI JIKAapChKOro 3acoby 3a nepesipeHnMy noka3sukamy BiIMOBIaI0TH
BHMOTAM METO/IB KOHTPOJIIO AKOCTI (AHAIITHYHO-HOPMATHBHOI JJOKYMEHTALLIT).

3a pesynbTaTaMu [Ep:KABHOIO KOHTPOIIO BCTAHOBIEHO, IO Jiikapcekud 3acib BBeseHo B VYkpainy 3
JOTPHUMAHHSM BuMmOr 3aKOHOJABCTBA 1I0/10 3a6e3neueHHs AKOCTI JIIKapChKHX 3ac00iB.

Onera EPBLOMEHKO

{riiomwc) {iginiams ra opizpange)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



ANRKAADVIL

OKOMJE

CEPTU®IKAT AHAJII3Y Ne 40000216917

Ha3zga npoaykry: BPOHJIEC?, xancynu Teepai mo 375 mr, Ne30, mo 10 xancyn y
faicTepi; o 3 GIricTepy B KapTOHHI{ MayLi 3 MAPKyBaHHAM
yKpaiHChKOI0 MOBOO. 1 Kamicyna MicTuTh Kapbouucteiny 375 mMr

Cepis: 1124917
JlaTa BUpOOHUITBA: 10.2024
Hpunarnuii go: 09.2027
JaTa sumnycky cepii: 29.11.2024
Ha3zpa Bupoduuyol JIsTHKY: AJIKAJIOITT AZl Cxorr’e
Anpeca BUPOOHHYOI JiJIAHKHY: ByneBap Onexcanapa Makegoncekoro, 12, Cxon’e, 1000, Pecnybnixa
TTipHiuna MakenoHis
Peeccrpauniiine nocBinveHHs: Ne UA/17598/01/01 (Tepmin nil HeoOMexKeHUH)
Howmep Jitensii Ha BUPOSHHITBO: Ne 18-5539/6 Big 31.05.2024
HoMep BHCHOBKY NMPO MiATBEPAKEHH
signosignocTi BuMoram GMP: Ne 175/2023/C-317 Bin 21.03.2023
Hapamempu Cneyudghixayin Pesynsmamu
Onuc Teepai xenatniosi kancynn posmip (Ne 1), Binmosinac
HaINoBHEH] OJHOPIAHMM ITOPOLIKOM Bif 6inoro go
Matixe 6110ro KoBopy
- KOJIp KOPILyCY KaICyJH | KPHILIKHA KaJCyJIH:
CBITJIO-)KOBTHIf HENTpo30pui
Inentudikania
Meton BEPX BinrioBizae Binnosinae
Inentndikanis 14 Bixrosinac Binnosigae
Pozunnenns He menue 75% (Q) uepes 45 XBHIIHMH 95 %
KinnkicHe BU3ZHAYeHHS 99,5 %
Kapo6ouncreiny 95,0-105,0 % Bix 3asB1CHOT KITBKOCTI
OanopianicTsb 1030BaHUX OAMHUID AV <150% 1,9 %
CynyTui poMitnku
- L-tuposun He 6Ginsme 0,50 % 0,00 %
- L-uucrein He 6Ginpme 0,50 % * 0,06 %
-Kap6ouicrein naktam He Ginse 0,50 % 0,02 %
-Kapb6ouicrein cynsdoxcnun He 6insme 0,50 % 0,00 %
-Oymp-sika HecriennQikoBaHa JOMiILKa He 6inpme 0,15 % 0,00 %
-CyMa JIOMIILIOK He 6inpiue 2,0 % 0,1%
Mikpo6iosoriuna uncrora*
- 3arapHa KifBKiCTh a8pOOHHX He 6inpwe 10° KYO/r HE TPOBOAHTRCS
Mikpoopraniszmis (TAMC)
- 3aranbHa KUTBKICTh APIKIDKOBUX Ta He 6insie 102 KYO/r He MPOBOJINTHCS
micereBux rpu6is (TYMC):
- E. Coli/r BigcyTHs HE NPOBOJIHTHCS

3agsa npo ceprudikaniio:
Ils cepis npoaykra 6yna npoaHanizoBana BiIOBiHO 1o BuMor GMP i Bianosiaae cnenudikarii.

*[epioAMUHICTh TeCTYBAHHS: IIPOBOAUTECA Ha PAHIOMHO BifiiOpaHuX cepiix, MoHaiMeHuIe pas Ha pik

Tlepesipero MeHeKepoM 1aboparopii 3aTBEPOKEHO BifIIOBINAIBHOIO 0COB0IO 3 KOHTPOJIIO
KOHTPOJTHO STKOCTI: SIKOCTI U1 KOXHOT cepil nikapcpkoro 3acoQy:
Cresue Ilerposceki Miona Manacosa

28.11.2024; 16:01:28 29.11.2024; 07:49:32

I.ICI’] AOKYMCHT (bOpMyGTBCH B CIICKTPOHHOMY BHI‘JIS{JIi Ta Hi,[lHI/Icy€TBCﬂ CIIEKTPOHHUM HiI[HHCOM.




AL AL

SRORJE
CERTIFICATE OF CONFORMITY No. 40000216917

Registered Name of Product : BRONLES® capsules hard 375mgx30 10 capsules in a blister; 3 blisters in a
cardboard box with markings in Ukrainian. 1 capsule contains
carbocisteine 375 mg.

Material Code : 1009543

Country : Ukraine

Batch Number 1 1124917

Date of Manufacturing :10.2024.

Expiry Date : 09.2027.

Quantity Shipped : 19904 SC

Address : Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia

Confirmation Statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing
country or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

Qualified Person: Ksenija Brzilova Milenkovikj, pharm.spec. QP
Date and time of signature: 27.12.2024; 13:33:38

This document is generated electronically and valid without signature.

qualityaustria

FORMO004064/3 Page 1 /1
126 19001 201 NoLtot Ref.Doc:SOP002363/v.v

1SO 14001:2015 No.00114/1
1SO 45001:2018 No.00873/0



ALK ALOID
BKOPRJE
CERTIFICATE OF ANALYSIS No. 40000216917

Product Name : BRONLES® capsules hard 375mgx30 10 capsules in a blister; 3 blisters in a
cardboard box with markings in Ukrainian. 1 capsule contains
carbocisteine 375 mg.

Batch No. 11124917

Mfg Date : 10.2024

Expiry Date : 09.2027

Date of Release :29.11.2024

Name of the manufacturer : ALKALOID AD Skopje

Address of the manufacturer : Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia
Marketing authorization number : UA/17598/01/01 (validity period is unlimited)
License number : Ne 18-3425/2 dated 13.04.2023
Conclusion of GMP compliance : Ne 175/2023/C-317 dated 21.03.2023

Checked by Approved by Responsible person for Quality Control
QC Lab Manager: of each batch of medicinal product:
Stevée Petrovski Miona Manasova
28.11.2024; 16:01:28 29.11.2024; 07:49:32

This document is generated electronically and signed with an electronic signature.
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AALKALLIED
SKOPJE
CERTIFICATE OF ANALYSIS No. 40000216917

Product Name : BRONLES® capsules hard 375mg x30, 10 capsules in a blister; 3 blisters in a
cardboard box with markings in Ukrainian. 1 capsule contains
carbocisteine 375 mg.

Batch No. 11124917

Mfg Date :10.2024

Expiry Date : 09.2027

Date of Release 129.11.2024

Name of the manufacturer : ALKALOID AD Skopje

Address of the manufacturer : Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia
Marketing authorization number : UA/17598/01/01 (validity period is unlimited)
License number : Ne 18-5539/6 dated 31.05.2024
Conclusion of GMP compliance : Ne 175/2023/C-317 dated 21.03.2023

Parameters Specification Results
Appearance Hard gelatine capsules (No.1), filled

with homogenous white to almost

white powder

-colour of the capsules body and

cap: Dull yellow opaque Conforms

Identification
HPLC method

Conforms Conforms
Identification by IR

Conforms Conforms
Dissolution (HPLC method) Not less than 75% (Q) for 45

minutes 95 %
Assay (HPLC method)
Carbocisteine 95.0-105.0% of the stated amount 99,5 %
Uniformity of dosage units
(by mass variation) AV £ 15.0% 1,9 %
Related and degradation products
L-Tyrosine Not more than 0.50% 0,00 %
L-Cystine Not more than 0.50% 0,06 %
Carbocisteine Lactam Not more than 0.50% 0,02 %
Carbocisteine Sulfoxide Not more than 0.50% 0,00 %
Any unspecified impurity Not more than 0.15% 0,00 %
Total impurities Not more than 2.0% 0,1 %
Microbiological quality * Periodic test: it is performed on randomly selected batches,

at least once per year.
Total aerobic microbial count (CFU/g) Not more than 10? Not performed
Total comb.yeasts/moulds count (CFU/g) Not more than 102 Not performed
E. Coli/g Should not be present Not performed

Certification statement:
This batch of product has been analyzed according to the GMP requirements and complies with the specification.

E@ qualityaustria FORMO004063/3
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