JEPKABHA CIIYXKEA 3 JIIKAPCBKNX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hapii Coitanunoi, 3. 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPIIOY 37079055

BUCHOBOK

npo sikicTh BBE3eHoro B Yxpainy JikapchbKoro 3acoby

02.09.2024 No 44960/24/267)

ACKOUMH® MAKC

(naitmcuysanns nikaperKoro 3acoly 3rimio 3 pecerpanifini NOCBIHCHIM)
rabyeren munyyi, no 10 punyanx Tabnerox y noainponijacnoriit Ty6i, no 1 1ybiy Kaprvouniii
KopoOui

(hopma BUNYCKY, LO3YBATIA, BALL HAKYBAINS Nikapehiora Jacody)

Homep pecerpaiiinoro nocainsenin UJA/18993/01/01 crpox aif pecerpauifinoro nocatmienn 13.10.2026

Cepin nixaperkoro sacoGy Ne 1003879 KiNbKicTs BRCICHONO Nikapehkoro sacoby 2361
Bupobuitk KYCYM XEJTXKEP TIBT JITJL, lnuis
(natimeiysanig nHpodiuca ANRAPCLKOTQ 3acoBy. KPATHA HOXOLKCIHY)

Tonapucrso 3 06MEKEN0I0 pianositamsuicrio "Ciendgapy JTAY,
inen. won: 20075891

Beeseno B Ykpainy

(iafimeny sama Ta koil 32 CIPTIOY topramial ocolu ado npiipuiic. ', 10 Garnkonri Pissnol
coBi - niANprEsM U, I MICHC BPORUBANHA T8 pecerpaniiinmnil nosmep OBAIKOBOT KAPTRI IIATHIRG
oARrKiB a00 CEPist TR HOMED HIICHOPTA)

TpoTOKON Bi3YAALHOIG KOHTPONIO B 27.08.2024 Ne 2905/12.

3a  pesynuraTamu ACPHEABHOIO  KORTPOJIO  BCTAHOBACHO, 11O pikapeskuil aci6  sseseno s Yepainy 3
‘

NOTPHMAHHSIM BUMOT 3aKOHOAABCTRA HIONO 3abeaneHenig Ko fi'niunpcmwx sacobis,
4

Muxona XOJIOARHKO

{1HutHe) Gy Hpisime)

POMO)

JFEADAPM

e
|/xemu4>lxauim-mn
KOA 200;589\
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NEPXKABHA CJYXKBA 3 JIKAPCbKHUX 3ACOB1B
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Haaii Coitnnuanot, 3, 02099, Ten. (044) 295-26-85
E-mail; dls.kyiv@dls.gov.ua, Koa €JIPTIOVY 37079055

BUCHOBOK

npo sikicTh BBe3enoro B Ykpaiuy aikapcnioro 3aco0y

02.09.2024 No 44951/24/26

ACKOILMH® MAKC

(HatseyBanus 1ikapcLkoro 3acofy SriAI0 3 PEECTPALTHIMM NOCBIAMEHTIM)
Taénericn munyyi mo 10 muiyunx tabaerox y moxinponiscnosiii ty6i, no 1 TYOi y kapTouii
xopooui

(hopma BUIYCKY, A03YBANMS, BUL TAKYBANLS HIKAPCLKOTO 3ac06Y)

Howmep peecrpauiiinoro nocaimuenna UA/18993/01/01 erpox aif peecTpauiiinoro nocsinticHns 13.10.2026

Cepin nixapcbkoro 3acoy Ne 1003879 KinbkicTb BEE3EHOrO Aikapchkoro 3acoby 189
Bupo6uik KYCYM XEJITXKEP IBT JIT/, lauis

(naiivenypanns BUpobHrKa JKapChroro 3acoly, Kpaika TONODICCHITS)

TosapucTso 3 06mesxenoro sianosixansuicrio "I'neadapm JTA",
ineur. wop: 20075891

Bseseno B Ykpainy

(aiivenysanus ta ko 3a CIAPTIOY 1opuiminoi ocoGn abo npissuie, id'st, 10 Garnikosi gHsuunol
OCOBH - MLANPHEMLA, T§ MICILE FIPOXRMRAINTIS T PECTPaLifiiiii HOMEp 0BHIKOBOT KAPTIH HATIIHIA
nofaTicin abo cepist Ta noMep Nacnopra)

MpoTokoa sisyaasnoro kowrpomo nin 15.07.2024 Ne 2366/11.
JlaGopaTopHnil anaiiz AKocTi NiKapchKoro 3acoly saifcHennit:

LI "Llentpanbia naGopaTopis 3 ananisy SKocti JKapcbKHX 3acoBiB I MeHOT NpoayKLiT"
(M.Kuis, Byn. Kynpsiseska 10r m.Knip, By, Kynpssebka 8B Kuiscbka obuacts, ¢. Hosi Ilerpisud,
pyJi. Isana Opanxa, 19)

(HATMEIYBANIISH T2 MICHCIHANOKEHHA nabopatopii, wo uposena naboparopiuil aHanis skocti)

BHCHOBOK 1100 SKOCT] JIiKapebkoro 3acoBy, Buaaliuit naboparopicio sin 30.08.2024 Ne 1780

PesylibraT 5aBOpaToOPIOro ananisy sKocTi NikapehKoro 3acoy 3a NEPEBIPEHUMI 1OKAZHHKAM BiANOBIAAIOTE
BHMOTAM METOLIB KOHTPOIIO AKOCTI (AHANITHIHO-HOPMATHBHOT IOKYMENTaLLIT).

3a pesylibraTamMi JIEPHKABHOIO  KOHTPOIIO BCTAUORBJACHO, IO JIiKHPCI:KI‘lFl 3aci0 BBU3CHO B YI\'DZ\II'H)/ 3

JOTPHMAHHSIM BUMOF 3aK0HOMABCTRA 1LOAO 3a0e311CHCHHS SKOCTI JiKkapehiknx 3acobis.

Flavanbrmk

(ininiazng ra pisHme)

M.TT.
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Plot No. M~3 Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya anJ\\h-454’;74 (Indla)
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com

Jlieapeswirit 3aci6r ACKOUHH® MAKC

Medicinal product: ASCOZIN® MAX

Iiloua peyosiia:

Active ingrédient:
Peecrpanifine nocsinyenns:

Registration Certificate:
Jlinensisn na Bupo6unurao Ne:
Ceprudivar GMP N
Bupobumi

Anpéea BupobHUKA:

Manufactured by:
Address of manufacturer:

CIN No.: U65929DL1997PTC085780

CEPTUOIKAT AKOCTI
CERTIFICATE OF QUALITY

KapTonuiil ynakosui)

tarton package)

A.R. Ne 1210FP24000566
Hara { Date 07.06.2024

(rabaevin wxnydl, no 10 uanyunx radaeroxy noainponingnosiit Ty6i; no 1 Ty_ﬁi‘y

(effervescent tablets, 10 effervescent tablets are ina polypropylene tube; [tube in a

Bitamiii C (L — ackopbinona kuenora) 1000 mr, tuuky unrpaty tpurigpar y

nepepaxysasni Ha uuHk 10 Mr

Vitamin C (L-ascorbicacid) 1000 mg, zinc citrate trihydrate equivalent to zine 10 mg
Ne UA/18993/01/01 sin 13.10.2021; Tepmin aif peeerpaniitnoro nocsianenusi:

13.10.2026 poky

Ne UA/18993/01/01 fromi 13,10.2021; Registration Certificate valid till: 13.10. 2026

28/31/2018
070/2023/GMPF
Kyeym Xeénrxwep Mt Jita, Ingis

Taot Ne M-3; Injtop Crenest Ikononsix 3oyu, ®efia-I1, ﬂnmmnyp, Hicr. Axap,

Manxsa Hpagew, Hin 454714, Innis
Kusum Healtheare Pvt Ltd, India

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt; Dhar,

Madhya Pradesh, Pin 454774, India

Cepis: No 1003879 Posnip cepii: 10000 ya. Jlara 8ur.:03/2024. Titicnnit no: 02/2026
Batch: Baich Size: D/M: Expiry date:
No Ha3zea nokaIHHKA Binorn ) PesyanTaTH
Name Index Requirements ananisis
: Result of analyses
1 | Onuc Kpyrii Ta6neTkn Bif CBITNO-NOMAPARUCROrO A0 NOMAPAHMEROTO KONROPY 3 Binnosina¢
HARBIMMK BIPATUICBHAMY, 3 PIBHOIO nonepxueio 3 ofox Goxis,
Description Light orange to orange color, round shape mottled tablets plain on both sides | Complics
2 | LienTudikanis
Bitamin C Yac YTPHMYBAHHA QCHOBHOTO niky ua xpomarorpami lxocm)myuaumo Binnopixae
(meron BEPX) posuMny  BiLNOBIJAE  uaCy  YTPHMYBAHMI me Ha  Xpomarorpami
CTAHAPTHOO POIMKILY, OTPUMAHOTO B YMOBAX WiNLKICHOrO BH3HATENNs
sitaminy C.
Wunxy’ MaKCHMYM Ba COEKTPi BHOMTHBARKS JOCHILKYBAHOIO PO3UHHY Ta POZUHILY Binnosinae
(meéron V- | HOpiBHAHHA, OTPHMAHOrO 8 YMOBAX KiMLKICHOTO BUSHAYCHIS LMUKY, MAIOTH
enexTpodoTonerpil) cnisnajary.
Identification
Vitamin C The retention time of the major peak in the chromatogram of sample solution
{By HPLC) corrcsponds to that of the major peak in the chromatogram of standard
solution as obtained under Assay of vitamin C. Complies
Identification for Zinc The scan of the sample solution exhibits absorbance maxima cmwsponds to
(by UV) that of the spectrum of standard solution as obtained under Assay of zine. Complies
3 | Cepenus maca 3120 mr & 5.0 % (2964,0 Mr — 3276,0 Mr) 3120 mr
Average Weight 3120 mp £ 5.0 % (2964.0 mg - 3276.0 mg) 3120 mg

KHP/QA/000048/A000011-001
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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-II, Pithampur, Distt. Dhar, Madhya Prades};:igi?r/:ll (India},

Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com

CIN No.: U65929DL1997PTC085780

AR, Ne 1210FP24000566

Oanopianicrs
[I030BRHUX OXHEHLL
Biramin C

Hunk

Uniformity of Dosage
Units

AV4L1, ne L1=15,0
AVSLI, ac L1=15,0

Binnosinge
Binnosigae

For Vitamin C AV<L1, where L1=15.0 | Complies
(By mass variation)

For Ziiic AV<L]; whete L1=15.0 Complies
(By conteut uniformity)

Posnunanus Hé Ginowe 5 xauaun s 200 Ms soan npu 15-25 °C 01 x8 50 cex

Disintegration Time

Not more than 5 minutes in 200 ml water at 15-25°C.

01 min 50 sec

pl 3.0 ~-50 4.0
pH 3.0 - 5.0 4.0
KinbKicHe BifsHAEHRA ) _

Koxna- ra6nerika | Biramin C (meron BEPX)

MICTHTL 1000 Mr | 95,00 % - 105,00 % By 324BIEHOIO BMICTY- 99.1%

pitaminy C 7ma 10 wmr
UHHKY

Assay
Each-tablet contains 1000
mg of vitamin C and 10

(950,00 ~ 1050,00 mr/rabrericy)

Lunk (Metoi Y d-crickrpodioromerpil)
He meume 95,00 % Bia 3a4bIeHOTO BMiCTY
(ue mene 9,50 mr/rabneriy)

For Vitamin C (By HPLC)
95.00 % - 105.00 % label claim
(950.00 mg — 1050.00 mg/tablet)

991.3 Mr/frabneTky
101.0 %

10.1 Mr/rabacTxy

99.1%
991.3 mg/tablet

mg of zinc 101.0%
For Zinc (By UV) 10.1 mg/tablet
NLT 95.00 % label claim
(NLT 9.50 mghablet)

MikpoGionoriuua
HHETOTAY

Microbiological Purity*

Jaranbua Kinbkicts acpobuux mixpoopranismin (TAMC): we Ginbhuie 10°
KYO/r;

3aransHa KimbKicrs ApixLroBHx Ta niicenesux rpuGis (TYMC): ne Sinsue
102 KYO/r;

Bincyrnicts Escherichia coli s 1 r npenapaty.

Toial Aerobic Micrabial Count (TAMC): Not more than 10° CFU/g;
Total Combined Yeasts/Moulds Count (TYMC): Not morg than 10* CFU/g;
Escherichia coli absent per 1 g

T <10 KOE/r
<10 KOE/r
Bincyrnicrs /r
<10 CFU/g.

<10-CFU/g
Absent/g

KHPIQA00048/A00001 1001
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Kusum Healthcare Prt ltd.

Plot No. M-3, Indore Special Economic Zorie, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),

Ph.: 07292—258300, Email: info@Kusumi.coir; Website: www kusumhealthcare.com
CIN No.: U65929D1.1997PTC085780

AR, No 1210F 124000566

 BunpoBynania MikpoBioaoriutol 4croTH B Ipenapari npoBoAsT: TRILKH JUis NepLux 3 cepidt, noriM 11a koxuoi 10 cepif
a6o oauH pa3 B pik.
* Test of microbiological purity will be performed on first 3 commetcial batches thereafter on every 10™ batch or once in a year,

BHCHOBOK: Cepis Ne 1003879 sinrosinae samoram MKSI PIT Ne UA/18993/01/01 -
CONCLUSION: Batch Ne 1003879 complies with the requirements'of MQC RC Ne UA/18993/01/01

AHAJII3 BUKOHAB é [ATA_¢s1] 06w

(ANALYSED BY) (DATE)

KomMewnrapi: HEMae
Comiments: 1o

3assa npo ceprudixauito: «dificHuM 51-3aCBILMYI0, WO UABEACHA BULILE indropmauin € gocrosipioro i rouno. s cepis
npoRyKuil Gyna BHrOTOBJICHA (BITIOUAIOWH YHAKOBKY / MapRYBARHS) | NPOBEAENO KONTPONK if fcocTi na
BHIEIraJaBoMy ManpHeMETBi B nosuifi BiANOBIANOCTI 3 BHMOraMi, 3a3HAYENUMI B UnHHil HacTanosi GMP,
saTeepmkenifi MinicTepersom oxopown 3gopos's Yxpaiuu, i3 BuMoramu peccrpauiitizoro qocse kpatHu HpH3HAMEHAI.
I poToKoN i BHPOSHAUTEA, YIAKOBKK T2 auanizin Gy geperasityrii scranosieno X Binnosignicts BuMoram GMPh.

Certification statement: «On this I certify that the above-mentioned information.is true and accurate, This product batch
was produced (including packaging / labeling) and conducted for its quality control at the above-mentioned manufacturer
according to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossier of the destination country. Records of manufacturing, packaging and analysis
were reviewed and deteimined for their compliance with the GMP requirementsy.

KepiBuMK TPYIH KOHTPOMIO HKOCT] VriosoBakena  ocofa, o 3pificHioe
Quality control group manager cepruikaniio cepil

Qualified Person certifying the batch.
IM'A Ta npisBue ‘ '\-\ Ny IM's Ta npisByie, -~ ,
L SEVSUNR N D R DR
Higmue Minnnc ‘

(Signature) (Signature)
Hata nipnucanus L JlaTa nipgnncanns

(Date of signature) — ¥ (Date of signature) :
& DD\ 292Y | & lo®
KepiBuuk rpynu KOHTPOJIO SKOCTH Menenxep BizLiny 3a0€3neHERHS AKOCTI
Quality control group manager Quality Assurance group manager
KHPIQA/00048/A000011-001 Page 3 of 3
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