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CEPTHOIKAT SKOCTI
CERTIFICATE OF QUALITY |
" Haspa nponykry: AEPOJI® SR, kancyn  nponouropatoro xiexd; 1o 75 Mr
Name of product: -~ . ABROL® SR, sustained release capsules, 75 mg
Cuura niv: AmbBpokeomy ripoxnopHR — 75,0 Mr
Strength: Ambroxol hydrochlorids — 75.0 mg _ .
Cepisn N2/ Baich No.: SAV4004 Poapip ynaxopwy / Package size: Nl (10x1)
Peecerp, Ne/ AR.No.: _ FP/0504/24 Tun yhakoesrl / Pack type: Biderep / Blister
Poanip cepii/ Batel size: 150 000 xanc/caps: | JMata enrorornenns / Mig. date: 06,2024
Kin-1p ynakonos / Mo, of packs: 15000 Tepmin npuparnoeri/ Exp, date:  05.2026
- Kpaina / Market; UKR _
Pecerpauiiine rocainuennst Ne: " P
Registration Certificate No.s UA/9928105/01 TepMid gt pod valid to 13.01.2027
Ne n/n Hassa auamisy Creundixauin PesynnTary auanisy
Sr. No. Testname Specificsition . o Tost result
Onpc Henpozopi xancyay 3 KOpIrycoM KpeMopo-6inore | Bianosigae
KOmbopY T XpHINENKOIO “&peMoBo-Girors Komeopy,
1 We MICTATH NOpemMoK 6iforo KONBO0pY,
Description Opague capsules with creamy white body and | Complies
creamy white cap filled with, white coloured powder,
Tpenrudixanis
AMGpoxcony rinpoxnopuy A. Ha ppomarorpapi Banpofopysancro poswmny, | Binmeninae
. ONepXKaHiH Y pnnpobyeanni «Kimukicre phsua-
| WeHBY, “AC YYPHMYDAHNA OCHOBHOTG nixd sae
. CTIBMAKATH 3 UACOM YTPHMYBAHHA OCLOBHOIO Tika
Ha XpoMarorpaMi posanty nopisugHug,
Turany mioxenn B. Onpasyx 3B iseTen saGapsnenis 08100 KXo- Bijmoninae
2 | nbopy. .
Identification i : .
Ambroxol hydrochloride | 5. In Assay, the principal Jpeak in the chromatogram: | Complies
tbtained with the test:solution has the sume velention
" time a5 the principal peak in the chromatogram ob- -
' {ained with the standard solution, 7 ,.;«;; " ”i\:l?\
Titanium dioxide B. A yellow colour develops immedia tely. Complies W B
Pozynnenns T T ' *1 vi‘:sﬁﬁgu
| 10-30 % sin snspnerof wnskocri amGpoxcony 1ig- g Tare et gy
boxgopury vepes 1 roanmy; 151098y = iﬂ?;“
2545 % nig s3assnenol Kinnkoct. amGpokeony riz- o CEPTHWIKA
| Poxnraprny vepes 3 roamiy; o 33-38%
| #5-65 % pig 2asenenot KUibkocTi anbporcony rig-
‘poxnopuay vepes 7 romm; 55-63%
3 3aranpHe puBinLHeHYR FUABNCHOT KinbkooT! amMbpo-
Tecdny rinpoxnnp_mly vepes 7 fonun = 435 %. 60 %
Dissolution 10-30 % of the labeled claim of Ambrexol hydre-
‘chlaride afier | hour. 15-19%
25-45 % of the labeled claim of Ambroxol hydro-
chloride afier 3 hours, 33-38%
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Ku¥scska hinia TOB «Kycym Dapney
TOB «Kycym Dapa " Yxpaina, 40020, a1, Cymu, sy, Crpabina, 54
Vipaina, 02092, mKitis, Ten.: +38(0542) 77-46-10, daxc: 77-46-11
Byn, Anmariiacska, 58 ‘ e-mail; plant@kusuem.ua
Ten.: +38(044) 495-82-88, dhaxo: 495-82-87 Knsune Pharm wwwekissum, ua
Ne wfa Hazsa aimniay‘ Crnenirdixauin PeaynmeraTh anasuisy
Sr. No. Test name Specification Test resalt
- ‘ 45-65 % of the labeled claim of Ambroxcl hydro-
chloride after 7 hours, ‘ ) 55-63%
Total release of the labeled claim of Ambroxol hy-
| drochloride after 7 hours > 45 %. 60 %
OnHopinuicTs Ao308aHUXR = AVZLI (L1515 0 ‘ 2,6
4 OZHHKUL ’
Uniformity of dosage units AV=LI (L1=15.0) 2.6
Cynponizui zoMi kg Ambroxol impurity B ~ ne Ginpiwe 0,20 %. Huxue pisng slizravennyg
Byn-axa ofHHNHa HEBIAOMA JomitKa — e Ginbile
0,20 %. . Hmxye pisns BH3navenim
5 Cyna aomimox -~ 11e 6imsme 1,0 %. Hizxye pisng Branaveyns
Related substances Ambroxol impurity B: NMT 0.20 %. BDL
Any individval unknown impurity: NMT 0.20 %. BDL,
Total impurities; NMT 1.0 %. BDL
Kinpxiche susnavenns " | Big 95,0 % zo 105,0 % Bja 3AABIEHOT KIIBXOCT AN~
' GpoKCOITY TiAPOXNOPHRY B onnili Kameysti. 98,5%
6 Assay 95.0 % to 105.0 % of the Inbeled claim of Ambroxol
hydrochloride per capsule. 98.5%
MixpoGionoriuna unerora, 3aramepe uweno  aepobHMX  Mixpoopramrismis
{TAMC) — ne 6inse 10° KYO/T.. <50 KVO/r
BaransHe YHeho AphKLKOBRX Ta INiceHeBHX IPHGiD
{TYMC) ~ e Ginowe 102 KVO/T, <50 KYOIr
Bineyruicts Escherichia coli v 1 r npenapary, Bineyrns
7 Microbiolegical purity Total aerobic microbial count (TAMC):
: NMT 10° CFU/e. <50 CFU/g
Total combined yeastsmoulds connt (TYMC):
NMT 102 CFU/g. <50 CFU/g
Escheriehiu eoli must be abseni per | g. Absent

BHUCHOBOK: / CONCLUSION:

TIpomyxr puroTonnero, ynakcsauo T3 NPOAAANIZGEANC ITIAHO 3 BUMOTAMK PEECTPALIIIHOTG [OCHIIMeHNA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnopinae crannapram ma suMoram GMP. CeprndiraT Mo 080/2023/GMP
It complies with GMP standards and requirements, Certificate No, 080/2023/GMP
Jlivensis Ba BHPOSHUITRO AlKapehiuxX 3ac0GiR: Cepin AB Ne 598054
Licence for medical produets production: Batch AB No, 598054,
«TNEADAPM
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TOB «Kyeym Bapmy
M.Cymn, Byn, Crpabina, 54

e-mail: plani@kusum.ua
www.kusum.ua

LM ninteepmxyio, wo sei mipoGmmi cranii am

uicT cepii roTosei upogykuit Gy snifcueti b nooKil piANOBIRNOGT 5 BHMOTAMH, 3BHANCHHMIL B YHRHET

wacranosi 3 GMP, zarmepmienin Minfcreporaom OXOpOIIH IAOPOR'A Yxpalith, 1 3 nirstorasul peecrparditHOro Aoche kpatiag upi3oYEy IR,

1 hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full cempliance with the GMP requirements of the

MinTstzy of health of Ukraine and wilh the equirements of the Markeling Authorisation file of the destination counlry,
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Ximir-ananitie [3as. naGoparopicio BKS :(Haqanmrmc BKA Ynopuosakena ocofia
Analytical Chemist | QC Lab In-charge ¥ QC Head Qualified Person
- . }
he'a/Name: 0 s 0 "?%f/ut-ﬁ""%' VL Cleesteryies 77 . Q%-@uﬂ—geﬁ/f@%/ .
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