JEPCABHA CHYKBA 3 JIKAPCHKUX BACQBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos, Hauit Caitnnunot, 3, 02099, ven. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €IPTIOY 37079055

BMCHOBOK
PO SAKICTHL BBE3CHOro B YKpainy JikapcbKoro 3acoby

24.11.2025 : Ne 59963/25/26

IAHKAJIOP® ©OPTE

(HaiMenyBanns aikapebkoro 3acofy 3riane 3 peecrpanifiinum nocsiavennsm)
rPanyJau st opanabaoro pozuyuny no 600 mr, no 3 r rpanya y cawe, no 30 came y xapronuiii
yNaKkoBmi

(dopma punycky, no3ypanils, BUA NAKYBAHHA AIKapCLIcOro 3acoby)

Homep peecrpauifinoro nocsinuenns UA/20433/01/01 crpox aii peecipauiiinoro noceimenns 12.04.2029

Cepin nikapeukoro 3acoby Ne 1007179 KinbkicT, Boesenoro gikapcskoro 3acody 518
Bupo6uni KYCYM XEJNTXKEP IBT ITH, Inais

(Hatimenypanng supoGHHIY JiKapeLKoro 3acoBy, KpaiHa NOXOIKCHHS)

BaescHo B Yxpatuy Torapserno 3 o6mexenoio Binnosinansuicrio "Caenpapm JTI",
ineny, wog: 20075891

(nalimenysanns ta xoa 3a €/IPIOY 1opminol 0coby abo npissuuie, iM's, No 6aTbxosi (isuunol
ocobu - mianpueMits, it MICUC NPOXUBAINA T PECCTPALifHM HOMED O6/IIKOBOT KAPTKY NAATHMKA
noxarkis abo cepis va Homep nacnopra)

Hporoekon pisyansroroe xonrponio sin 15.10.2025 Ne 3786/01.10-25/1.
JlaGoparopHuit ananis skocti nikapeskoro 3acoBy suiticHenuii:

JlaGopatopia Gapmaxoneiinoro ananisy AT "Vxpaincskuii HayKonuii (bapmakoneiuuit ueurp
SIKOCT JIiKApehKHX 3aco6is” (M. Xapkis, Bysi. AcTponomiuna, 33)

(HaiiMenynais Ta MiCLEINAXOKEN HaBopaTopii, 110 Npobesa RaGopaTopiMA anania AKOCTi)

Brcxosox wopo axocri aikapeskoro sacoby, sunanuii naGoparopicio iz 20.11.2025 Ne 1199/123725

Pesynnratu naGoparophoro ananisy akocti jiikapehkoro 3acoby 3a riepesipeRuMn NokasHukamn BIAMOBIXAIOTD
BUMOTaM METOLIB KOHTPOMO SKOCT (ataniTHUHO- HOPMATHBHOT JNOKyMenTaL).

3a  pesynprataMM  HePKABHONO  KOHTPOMO —BCTAHOBAGHOD, LU0 nikapeninii 3aci6  sseseno B Vipainy 3
AOTPHMAHHSIM
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Kusum Healthcare Prt lid,

Plot No. M-3, Indore Speciéal Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com
: CIN No.: U65929D1.1997PTC085780

CEPTHNOIKAT SAKOCTI
CERTIFICATE OF QUALITY

AR Ne 1200EP25000497
HaeafDale 31.07.2025

HMikapenrnit sacio: TAHKAJOPY ®OPTE  rpanysu aas opadstoro posuuny no 600 mry o 3 rrpauya y eawre, 1o 30 cawe y
: waprouniii yanaonui
Medicinal product: PANKALOR®PFORTE  granules for oval solution 600 mg, 3 g granules in o sachety 30 sachets in a cartan

package

Aboai pegosiin; : Auernaguerein 600 mr

Active ingredients: ) Acetyleystelsnte 600 my

Peectpaniiine nocsigennn: Ne UA/20433/01/01 nin 12.04.2024, Tepmiu nif peecrpauiiinore mocnijseniss
12.04.2029 pory

Registration Certificate: Ne UA/20433/01/01, 12,04.2024; Registration Certificate valid till: 12.04.2029

HMinensia na supodunurso No: 25/61/2018

Ceprudicar GMP N : 135/2024/GMP

Bupotumi; : Rycya Xearxep Xov Jla, Tuais

Anapeca nupodunka: i Uinor No M-3, Tugop Cnenteit licononir 3oy, Oeiiz-11, [ivasuyp, Nier Hxap,

: Magxws Ypagews, Uin 454774, Yuain
Manufhetared by: : Kuswm Healtheare Pyt Ltd
Address of manufacturer: | Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt, Dhar,

Madhya Pradesh, Pin 454774, India

Cepist: N 1007179  Poamip cepiis 5{8yn. Hara surs: 016/2025 Hiitennit go: 0572027

Bateh: 1007179 ¢ Bateh Slze: 518 packs D/M: 06/2025 D/E: 05/2027

A TToxasung awroeri Birmoruy Pesymnsrari

Name Tudes Requirements anagisin
] Result of analyses

1 | Onue r bini abo Maiiie Gt rpaisy)in 3 XapakTepRifa 3anax0on ANeI6CHI. Bignonigae
Description White to off white granules with chavacteristics orange odour, Complicy

2 Iaenrudinauis
Avemuapcmein Hac  yrpuniyBamin oclosioro niky Ha. xpoMarorpani doctidxcysanoze | Bimioninac

pozumy  BUNIORAE  q0SY  YIPEMYBAUBS  WiRY A XPOMATOFpAMi
CIRGHOUINNOE POSHINEY, OTPUMAHOTO B YMOBAX KiNLKICHOTO BISHAUSIIS,

Yuopenua  1emiro-gioseroporo  saGapsnemnst  vinmepixye  nagsnicrs | Bimnonsizac
anenupuemelin,

[dentification . ‘The retention time of major peak of the sampfe solution corresponds (o that of | Complics
Aeetylcyseeine the standard solution as obtained. in the assay.
Presence of dark violet color confirms the presence of acetyleysteine, Complies
31 3osuimuiii suras pozainy Posuni anerka onasecnenrauii, Bijnosinac
Appearance of solution Slightly opalescent solution. Complics
4 | Cepeanst maca patiery caute 30004 5% 2,85~ 3,13 1) 3000 H
Average weight . 300px5% Q85210313 p) 300w i
5 | Oanopignicrs maey Copejuns Maca piery % 7,5 % 2.2 %
: 4.0 %

Average 1l weight 4 7.5%

+2.2%

Uniformity of weight
. -4.0%

Regd. fo.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
- Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumbhealthcare.com

CIN No.: U65929DL1997PTC085780

AR, Ne 1210RDP25000497

AT E TR ————— e
3.59
pH i 2.00 10 4.00
7 | Oawopiguicrs ;mismxm;; HX AVELA, ne L1=15,0 Binnosijae
OHHIMIL
Uniformity of dosage units Acceptance vale (AV) should be <L1, where L1=15.0 Complies
{(By content uniformity)
8 | Kinbricue susuavcans 95,00 Yo - 105,00 % wist zagsuenora picry (370,00 M- 630,00 s 8 | come) | 10130 %
' (609.01 nr)
Assay 93.00 9%-103.00% of the label claim (570.00 mg - 630.00 mg/sachet) 10150 %
(609.01 mg)
9 | Cynpoeinui ponminrn Hostiea Az ue Glnnme 0,5 %; He puspaeno
Hosiwka B: we Giannme 0.5 %; He suamieiio
Homiwwa C: ue Giane 1,0 %; e sirauaeno
Aosinika D: ue Giasme 0,5 %; He pisnneno
HaftGinvwa neigenmidironana sositra: se Ginswe 0,3 %; HIDKE HEYYHTRIBACNOLQ
] Cyma a0Miok: He Givsine 1,5 % [Je usisicHo
Related substances Inpurity A NMT 0.5% Not Deiected
Impurity B: NM'T 0.5% Not Detected
Tmpurity C: NMT 1.0% Not Detected
Impurity D: NMT 0.5% Not Detected
Highest unknown impurity: NMT 0.5% Below distegard fimit
d Total impuritics: NMT 1.5% Not Detected
10 | MirpoSiosorinua yuerora | 3arajnHe uneno acpoGuux aixpoopranismis {TAMC): e Gisie 10° KYO/r | < 10KV O
' Baranne wnesy Apirakonix ta nuiceuenuy 1pudis (TYMC): ne Sismue 10* | <10KVON
KY O,
Bixcyrniers Escherichia coli 8 ) 1 upermapary. Bincyruicrs/v
Microbiologieal purity Totul uerobic microorganisms (FAMC): NMT 10% CF(/g. <10 CF/g
Total combined yeusts and moulds count (TYMC) — NMT 10* CFU/g. <10 CFU/g
Fscherichia coli should be absent per 1 g, 1 Absenifg .
BHCHOBOK: pianopizae suayoran MICH PIT Ne UA/20433/01/01

CONCLUSION:

e
AAJISE BUKOHAB e

(ANALYSED BY)  ~

Cepis Ne 1007179

Batch Ne 1007179

JATA 73
(DATE)

complies with the requirements of MQC RC Ne UA/20433/01/01

KIP/QA/000048/A000011-004

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Plot No. M-3, Indore Special Economic Zone, Phase-1, Pithampur, Distt. Dhar, Madhya Pradesh-254774-Tndia),
Ph.: 07292—’758’300 Email: info@Kusum.com, Website: www.kusumhealthcare.com
CIN No.: U65929DL1997PTC085780

AR, Ne 1210FP25000497

Kowmesrapi: nemac

Comments: no

Jansa npo ceprudiatito: «ificnum A 3acsipiyio, mo nasenena nre ingopsranin ¢ gocropipnoe i rounow. Hu cepis
npoayruil Sysa suroron -xemx (BRJOUAI0MI YBAKOBKRY / MAPKYBAHUS) | UPOBCACHO KORTPOIL 1T SR0CTI HA BHIEIT3ARHOAY
HEANPOEMCTRE B nopuil BIANORUAOCTI 3 numMorami, sasuaeHivn B wunuiit nacranosi GMP, sarsepameniti Minicreperson
oXopowy 3jopon'st Ywpainu, i 3 Busorams peeerpadifinoro goche kpaing npuspadenust. Iporoxkoau supodunursa,
YUAROBKL 14 ananisis Gyfur neperanuyti i Beranopaeso IX slAnosigiiers sustorans GMPy,

Certitication statement: «Qu this 1 certify that the above-mentioned information is true and accurate. This product batch was
produced (inuuding pad\(lginff { labeling) and condueted for its quality control at the above-mentioned manufactuier
according to specified i the current GMP guidelinies, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossier of the destination counti- y..Records of manufacturing, packaging and analysis were

reviewed and deter mined for their compliance with the. GMP reguirements»,

Kepisuuk rpyint Kon‘rpo.-'nq akoeti
Quality conirol group manager

In's Ta npissie ,
(Name) \ (\(\(\\ L \r\(j'{

inme /
(Signature) \

Hara nignncars
(Date of signature)

Kepisnk rpynu kourponio siocri
Quality control group manager

L t/\\)/w\\() AN NEY

Yuopsopaokena  ocoba,  uwio  saliicHioe
ceprapiranio cepil

Qualified Person certifying the batch

Int's 10 apispuuLe

{Name) (\] |
[limmic o
(Signature)

Hara iarmicanny
(Date of signature)

Mewemxep simainy 3adeaneuen!
Quality Assurance group manager

KHP/QAODO048/A00001 1-004

Regd. Off.: D-158A, Okhla IndL. Area, Phase-I, New Delhi-110020 (India)

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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