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

Jixapesrui 3acio:

Pledicing! product

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

Hisani penosunn:

Active ingredients;
Pecevpaniiinie nocsiguen
Registration Certificate:
Hiuessisn ua supobnuurso Kos
Ceprnginar GMP Jo:
Bupobinc:

Anpeea supodunea:

Manufaclured by:
Addross of manufacturer;

Cepim Ne 1008094
Batch: 1008094

NAHKANQP®

: PANKALOR®

Poastip cepiit 1369 yu,
Batch Size: 1569 Packs

CIN No.: U65929DL1997PTC085780

CEPTUDIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR N 12005 P25000853
Haca/Date: 18.11.2025

TPAanysL1 s opaanioro posnimy na 200 ar, a0 1 e epanya v cane, no 30 cawe ¥ Wapronnii
ynaonui

Granules for oeal solution 200 mg, [y geanules in a sachet; 30 sachets in o carton package
AugTunusereln 260 mr

Acetyleysteine 200 mg

No UA/Z0432/02/01 via 12.04.2024, repmin it pecerpauilinore nocsindemim: 12.04.2029 puRy

Mo UAZZ0432/02/01, 12.04.202:% Registration Certificate valid (il 12.04.2029

28/61/2018

13572024/GMp

Kycyn Xearrxueep Ihvr Jivg, faain

TlnoT Na M-3, Iniop Creemes Ikonomin 3oyn, deaiis-11, Rivneanyp, Bicr. HAxap, Maness Rpagen,
YEiun 454774, bnain

Kusum Healthcare Pvt Lig

Plot No, M-3, Tndorve Spacial Economic Zone, Phase-I1, Pithampuy, Distt
Pradesh, Pin 454774, India

. Dhar, Madhya

Jlavra e 1072025
DML 1042025

Hitienait o 0972027
DIE: 0972027

Ne Howanmx srocri Banorn Pesyanirara
Naimne Index leqairemends annuisin
Result ol analyses
b Ouwue Bini ado Maitace Sini rpana RAPACTEPHHN SNTANOM Q1CHBLHHL, Bianorigac
Description White w ofCwhite sranules with characterisiics arange adour, . Complics
2| pewrudisauin
Ayennengucmein Hae  yrpHaynanns octomion HiKy 1A NpoMatarpai - docridacysaiosn | Biaosiiac
pusuHy BARORINAC  waCY  VIpOMYMMIM  Riky na XPOMETOrpasi
CHIRDAPIINOTO POIULIY, GTPHMAHOTO I YMOBAX KiXHKICHONO WH2HACHIS,
Yrsopemnt  resuo-ionetanoro  sabapmiciis wimepiorye  taseiicrs | Biaosinne
arenuemetny,
Identification The refention time of majar peak of the sample solution cavresponds e that of | Complies
Acetvlevsreine the standard sotution us obtained in the nssay,
Presence of dark violet color conlinms the presence of acetyleysieine. Complics
3 | Zosubmaits surang polIaY POssnil snerka Qrieene i, Bixsonigac
Appearance of solution Sligluly opalescent solution, Complics
4| Cepen saey nariery came LOO v & 5% (095 v~ 1.05 1) 10t
Average weight 100 25 % (0.95 g w 1,05 gy 1.0l p !
5 | Omopianicrs macn Copeing saca mviery & 7.5 % (L8 % )
- 1.3%
Uniformity of weight Average [ weight & 7.3% +0.8%
-1.3%
6 | pH 2.00 - 4.00 2.8 !
pll 2.00 to 4.00 2.84 j
{

RIM/QAZ000048/A00001 £-005

Regd. Off.: D-158A, Okhla Indl. Area, Phase-1, New Dethi-110020 (India)

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Plot No.

M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar,
Phi.: 07292-258300, Email: info@Kusum,com, Website:

CIN No.: U65929DL1997PTC085780

www. kusumhealthcare.com

AR, Mo 1210FP25006853

"
T | Onnopianicrn go30Banmy AVZLL ac 10150 Bi,tonrinae !
[IM 2 RTRE440Y
Uniformity of desage units
(By content uniforiaity) Aceeplance vale (AV) should be <51, where L1=15.0) Complies i
8 | Winnswicne nyonnyuensy 95.00 % ~ 105,00 % nix sasmncnoro fiery (190,00 s = 21000 vr s 1 came) | 100.78 %
(201,57 ar)
Asgay 95.00 %~ 105.00% of the label claim (190,00 my <2 10.00 ma/sacher) 100.78 %
(201.57 mg)
) Cyuposinni aominien Hoaduner A ue Sianmne 0.5 %; He ssimseno
Honinika B: e Ginuue 0.5 %; Te gusmseno
Jlosiwien C: ne Siume 1,0 %:; 0.091%
Jloniinsa D: e Gisure 0.5 e He nuasieno
HaliGismum neineurmndiropara sosinga: e Sianme 0,5 %: [HDKC USY HITHIBACMONO
Cyaa 1oMimox: ue Sisnue 1,5 % 0.091%
Aelnted substances Impuarlty A NMT 0.5% Not Detecled
Impurily B NMT (1.3% Not Detected
fmpwrity C: NMT 1.0% 0.091%
rapurity D: MM 0.5% Mot Detected
Highest unknown impuritys NMT 0.5% Below disrepard limit
Total fmpuritics: NMT 1.5% 0.091% =
| MicpoSionoriann merora | 3arathie viero nepotimx Mikpoopradismiv (TAMC): ue Ginnu (05 KYOA | < 10 KY O
SBELABIR MUK (PIROROBHN, TA M CSHenK rpudin (TYMOC): ne Gianne 102 | < 10 KYO/M
Kyoh,
Biseyraicts Eschoriehia coli s 1 v npenapary. Bidcyviicrns
Microbiological purity Total verobic microorganisms (TAMC): NMT 10% Crus. <10 C¥U/y
Total combined yeasts and moulds count (TYMC) -~ NMT 10° CEU/g. <10 ClU/
Bisclerichia eoli should be absent per |, Abscutip
BHCHOBOK; Cepis Ne 1008094 Bianosinae sunoram MICST PIT Ne UAR0432/02/01
CONCLUSION: Batch N 1008094 complies with lhe requivements of MQC RC M UA/20432/02/01

AHAJI3 BYKOHAR
(ANALYSED RY)

Koate

Comments: no

Hrapi: Niemae

B\

JATA
(DATE)

Vel

—

Aluleer ¢

IKHPAQARY

Regd. Off.: D-1584, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)

Q0048700001 1-003

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt, Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email; info@Kusum.com, Website: www.kusumbhealthcare.com
CIN No.: U65929DL1997PTC085780

AR, M 12H0EPIAG00853
3ansa opo ceprudicamio: «ikcmm g mesinayo, rio mnpcaena pume indopmawin ¢ KocTOBIPBOW | TowHo, 1% cepin
UpsAY=ii Gyan BrEOTOBNCHA (BRAIOEAIOMN YHAKGBKY / MAPRYBRIKE) | NPOBCALHO KONTPOIL T OKOCTI B BHILCITAARIIONY
nigrpaenersi B rosnil signonignocri a BYMOIANT, 330290100 B anii nacranoeai GMMP, sargepureaiii Minicrepersonm
oxaponn 3Mopos's Yrpaium, I 3 BOROraMu pecerpaniinoro A0cee wpainn upusnaueHni, dporoxons supofunures,
YBAKoRKH 1A ananizin Gyua neperaanyti i seranosieno ix sianosimiers sumoras GMP».

Certification statement: «On this 1 cevtily that the above-mentioned information is trie and aceurnte. This product batch was
produced (including packaging / labeling) and conducted for its guality control at the above-mentioned manufzcturer
according to specified in the currenl GMP guidelines, npproved by the Ministry of Menlth of Ulraine, and with the
requirements of the registration dossier of the destination country. Reeords of manufacturing, packaging aand analysis were
reviewsd and determined for their compliance with the GVIP requirements».

Kepisune rpyru kotrpomo axoeri
Quality coniro} group manager

Yroprosaxena  ocofa, no  sniticaoc
ceprudikauiio cepit
Qualified Person certifying the batch

Ine'st v nipisBruge

(Name) \\‘3 (,\(\Q\ gy I’ a npismpe £
Hianue (Name) l/w &L '
{Signatnre) \ Hisgie p
Hara nignucana (Signature) ‘

\@ 0

(Date of signaturc)

Kepiarsiue rpynu korpomo sxocti
Quality control proup manager

Hara niznsrcanng Sy
" . "\,
(Date of signature)

Menewkep pintiny 3adesueneinis aKocri
Quality Assurance group manager

KKTIPAQAADG0LS/ AGO00 110035

7 ) i - 0 : Q ”/’
Zaf st S AL FO é&g AY 05.20<4

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

Ph, +91-11-41005147, 40514919, 41010571, 40527575
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JAEPKABHA COYKBA 3 JIIKAPCHLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBT

npos. Haaii Caitanunoi, 3, 02099, Ten. (044) 295- 26-85
E-mail: dis.kyiv@dls.gov.ua, Kon CJIPIIOY 37079055
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BUCHOBOK
npo sikicth BBe3enoro B Ykpaiuy Jiikapebioro 3acoby

04.02.2026 No 5586/26/26

MAHKAJIOP®
(ualisenypans Aikapeskoro 3a¢oBy 3riRI0 3 PeCCTpatiiinmM HOCBLAMCHNIAM)
FPAaHYJIH AUIS 0PAJIBbIOTO po3unny no 200 mr; no 1 r rpanya y came, 1o 30 came y
KapTronniii ynakoesui
(hopMa BIIYCKY, A03YBALIHA, BHA NAKYDAKHS HiKAPCHKOTO 3ac06y)

Homep peectpauiiinoro nocsinenns UA/20432/02/01 crpor wii pecetpauiiiioro nocsiztiexns 12.04.2029

Cepis nikapenkoro sacoGy Ne 1008094 Kinwbkicrb BBe3enoro sikapchioro sacoby 32
Bupobrunk KYCYM XEJITXKEP NIBT JITL, Innis
(safMetyBanls BEPOCITMKA i KAPCLKOFO Jacoly, Kpaiia noxauKenHs)
Baeseno 8 Ypainy Tosapuerno 3 obmekenoro Bijmosiaasnictio "KYCYM", ineur. won:
20075891

(naitmenysais 1a ko sa €/IPTIOY opuamunot ocodwu abo npismuiue, im's, no Gar LKOBI
Pisnanoi 0coBm - ninpiemi, 1 micie HpoKHBAIIS T peccrpaiitinnii nomep obaikosol
KapTRH NAATHHEA HoAaTKIB aB0 cepis Ta Homep tactiopra)

Nporoxon pisyansuore konrpomo sin 23.12.2025 N 4910/01.10-25/21.
JlaBoparopiuii atauiis skocti nikapeskoro 3aco0y saificuenui:

JUT “Llenrpansha maboparopis 3 asasisy aKocti Jikapebknx 3aco6iB i MeauuHoT npoaykitii”
(M.Kuis, sysn. Kyapsscnka 10r m.Kuis, syn. Kyapsschia 8B Knineska obiacts, ¢. Hosi
Tlerpisiu, syn. Irana Ppanka, 19)

(Haitsenysatg va aicuesHax ok s Jadoparopii. ulo nponeaa radoparopiivi auani3 skocri)
BUCHOBOK 100 AROCTT ikapebkoro 3acoBy, suaanuii naboparopicio sin 02.02.2026 Ne 0168

Peayanrar naGopaTopHoro ananisy SKocti aikapebkoro 3acoBy 3a nepesipenunmin noxasinkamu BiANOBINAIOTE
BUMOFAM MCTORIR KONTPOMO SKOCTI (AHANITINHO-HOPMATHUEHOT LOKYMENTALLT),

“/mciﬁ BBE3CHO B Yxpainy 3

3a pesyibraraMti  JIepKanhore  KORTpoatd  BCTaHOBNEHO, 110 J]il\’ﬂpclal\’l

, ) - 4
ROTPHMAHHAM. é&m]}ﬂkougmnum no0 3adesneuenna akocTi Aikggebrux 3acobis,

Mmcona OJIO)ILI IKO

(pisune) (nmuam( Ta upmmmc)

I~Iawummm§ -




JEPXXABHA CJIYVKBA 3 JIKAPCBKUX 3ACOBIB‘
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHUEBI
npos. Hanii Ceitnuunof, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koz €JIPTIOY 37079055
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BUCHOBOK
npo sKicTh BBE3EHOr0 B Yxpainy JiKapehLKOro 3acoby

04.02.2026

NAHKAJIOP®

Ne 5591/26/2611

(saidMeny Basus niapeskoro 3acoby SriAH0 3 PCECTPAiiIM MOCBILUCHASM)
FPAaMyJIM JISL OPAJIBHOrO PO3UMHY 110 200 mr; no 1 r rpaxyny came mo 30 camey
Kaprouuii ynakonui

(hopma BANYCKY, KO3y BAHHR, BUA 1aky nallid 1iKAPCLKOTO 3ac00Y)

Homep peecTpauifiioro nocBif4eH s UA/20432/02/01 ctpox ail peecTpauliiioro noCBimenHs 12.04.2029

Cepia nixaponxoro 3acoly Ne 1008094 KinbkicTh BBe3eHOro Jikapesioro sacoby 1557
Bupobtiix KYCYM XEJITXKEP MIBT JITH, lnaisn
(naimettynanns BupOGIIKA HIKAPChKOTO 3ac0BY, KPATHE HOXOWKCHR)
Bpeseno B Yxpainy ToBapHCTBO 3 06MEKEH 010 pinnopifaapuicrio " KYCYM ", inewr.
con: 20075891

(HaMeHyBanis Ta Ko 34 CJPIIOY 1oprauunoi ocobH aBo npissuLLe, iM's, NO GaruKoBi
Qisnuuot ocoby - ignpuemis, i MiCIe NIPOXHBAMAS TA PECCTPALFNMA HOMED 06nixonol
XapTy 1IarTHkka noxarkin abo cepis Ta HOMEp nacnopra)

TpoToKOJ BI3YAABHOr0 KOHTPOIIO Bif 30.01.2026 M 227/01.10-26/10.

3a pe3yabTaTAMH  CPKABHOIO KOWTPOMIO  BCTAHOBIECHO, LO nikapebkuit  3aci6  Bmeseno B Yipainy
JOTPHMAHHAM BHMOT 3aKOHO/IABCTBA WOAO 3a6esredeHns AKOCTi NikaHchKuX 3ac00iB.
QYR

Hauz % o Mo y
Hauasnbui/ Ty, Miukona XOJIOJJEHKO
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Tndore Special Foonomic Zone, Phose-11, Pithampur, t:':l:-ELi'lwr::'-f.m['l_raFr-Jt|L'1?*ﬂa7;?rlﬂdlq]

Ph.: 07253138300, Eroadls info@kuesuw.oom, Wekbsite: wwnw kusumbeslthonre cem

Tixaproked raced: MALIAIOPE
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worive ngiedizins

Feerrpauiiine nuckigsensn:
Loeplstzating §ertiAeale:

JUTERATE B angolHEN T A6
Coprefieay &3P Na:

Enpotiani:

Anpercn cEpai R

Munufaciursl by

Addrasy of manufacurer

Cupin: Mg 1205180
Eulei: (0074ul

Ferrsnipy vepils 1558w n
Boleh #1554 Frohis

(I Mo a0z 0L TSHRF TG 85740

CEFTHAEAT AECCTT
CERTIFICATE (HF (HIALL LY

AL A L TLDPPEE DS EE
JLarafikae 12,0,700%

FRATYAH TAN D nenord 2y e 20 sy oo ] e ey eone, 50 20 nEee ¥ Rapniinch
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Giraneles Dy ueal sulofiog 200 nig. (] £ armnlid B saciei: Mo apeliets i onoonroom packae
AREETAINESTET 00 v

Arnenpirysdrdne 200 my

Xe CAS 00T vin 12404 3024, vepoin alf pecerpal Rnarn naeeigennn: 12048129 paay
Wy LA 20N L2030 Regivivativo Certificnte valil nll; 120841535
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! Mnme Index
T
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3 Jmnisuiik Goraey pozinmy (SR T g R L TTT LR H [ 7 R Biazonizes
Appratines alznlutian Efiaiely apeleresr aoluinon. ey Loniaz ey
4 Clapreiben MALH 0xicT v SnllE EOoo 33095 — 1,05 150
AVICaEs wrichl bbb g S % (085 o 505 pi 1Me e St
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Raxd, OFF.: DolBEaA, Chbida bt Area, Phase-l, NMew Dhelhi- 110020 (Trdia)

Ph. +31-11-41005147, 40514914, 41010571, 40527574
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Plot Mo, M-3, Indnee Spocial Boonomie Zove, Fhase-11, Vithampuy, Dist. Dhar, Madhea Pracesh-458774 {Tnd:a),
Pl (20058500, Pmail: infediE ascm.eam, Wabslte: winwe usimbealthoaremom
CIN N L6592 30 LESS 7 I ORSTE0

ALHL M 12 10F 20 Nas,
Felkn LPU Csp AR ndLine: i @ ReRLTYE, UG Naneiedd misme indopaauin e aecrueipioke [ vedacs, U8 oecpia
NI BTA RICn T naen IENnranaeis yner sEy S WagEYRANHR] | OpoRR0ane KaRTnan W akoci b ng npme nagaeaay
MEATACMET AT G TIORIES RLOIEREN0GETE 1 BICLOEna, SR ENHYE 7 apunilk aaeransnl GFR, nereepacenii Minivreporocs
AUl BNOp0E'E WepATAI, b1 mdormanr peeTpiaiEearn ascee wpabiob aprewasenma, Tpnresan popniannten,
FUBKHTIE T G Eie o Geplron vl | seTeR e I planocinicrn nnaaras GMPs.

Ui lilical e sttt <0 2his T certifv tiat the phove-mentaoned infoymarion is trus and aceurate, Thiy prodect batch was
produced (iacluling puckaging § lubeling) 2od conducted for {5 quality confre! af the nhovepeearioned mannfucdurer
cecnreling i speeified in the oarrenl GME guidelises, approvel by dize ddindery cf Healih of Cheaioes, wnd with the
veguieenieris of the cepistratinn dossier of the destinatlon somiry. Reeords nf meanufacturing, pachogicg end analyss wers
revlewsd nod determined for their complinnee wiih the G pequivenm s,
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NpO ARICTE MREEIEHOID B Vpainy NiKapehKare s cofy

Nb ZOCK2G/26

(1.01.2026

[AHKAJIOPS .
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JIEPJKABHA CJIYXKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npos, Hanii Ceitnuunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon E€JIPIIOY 37079055

BUCHOBOK
PO AKICTH BBC3CHOIO B Vicpatuy JaikapchKoro 3aco0y

18.08.2025 | No 40865/25/26

NAHKAJIOP®

T (naliMenynanng Aikapchbroro 3acofy 3riano 3 pcccrpmiiﬁunm fIOCHIAHCHIHAM)
rpAaMYAN IS OPANLHOT0 PO3uMILY 10 200 v 1o 1 ©' rpamys y cante, 1o 30 came y waprouuiii
yraKoBi

T fopaia mATTyCHy. HO3YBAHIIA, BWL IAKYBAIHA JIKAPCLKOTO 3ac00y)
plomep peccTpatlifilioro nocsiAeH A UA/20432/02/01 crpok aif peectpauifinioro nocaimenna 12.04.2029
Cepis slikapchkoro 3acefy Ne 1006416 KinsKicTh BBE3EHOIO Aikapehkoro 3acoBy 1524

Bupobink KYCYM XEJTXKEP NIBT JITA, Tujis

(iakisMeity Batng BHPOGIHIKA MKAPCHROTO 3acody, kpaina NOXQMKCHHH)

Breseno B Yxpaiiy ToBAPHCTBO 3 00MEIREN010 sinnosigansuicrio "Texdaprs JIrat,
inenT. xoa: 20075891

(natlmenysanng Ta Ko 32 COPTIOY 1opuansnol OcaGH abo npistulie, iM's, 10 Garhrosi Pizsniol
ocoBy - niAnpHEMus, T MICHC NPOKMAAIIA Ta peccTpatlidfinuit HoMep 06AIKOBOT KAPTKY NAATHHKA

nosatkis abo cepist Ta HOMEP nacropTa)
[1pOTOKRON BI3yASNLIION0 KOHTPOIO pin 17.07.2025 N 2571/01.10-25/6.
JlaGoparopruii aHani3 aKOCTI AikapcsKoro 3acoby apificHeHni:

JUN "LienTpanisua nabopaTopis 3 aHaizy akocTi JTiKkapehkux 3acobiB i MearaHoT npoy i
(m.Kutn. Byt Kyapsisehia 10r M. Kuis, yn. Kyapsacrka 8B Kuiewia o6nacts, ¢. Hosi [etpinud,
pyn, [Bana ®panka, 19)

(NuHMEHYBAIA T2 MICUCITAXOKCHIR anGoparopii, wo HponEsa sadopaTopuui anatis sKoCTi)

BHCHOROK OO SKOCTI ATKAPCHLKOFO 3ac00y, BitAaNH nabopaTopicio Bis 15.08.2025 Ne 1230
PesysnraTh nafoparopHoro ananisy sKkocTi NKAPCLKOTO 3acoBy 3a nepenipeHHMH NOKAZHNKAMH pianonsiaaoThL
BHMOFAM METOAIR KOHTPOJIQ AKQCTl (auzmi‘rwmo-uopmawm»lo‘l‘ AoKyMel»ITal,li'O.

Ja  PCIYALTATAMI  NCPKABHOLO KOHTPOJIO  BCTAHOBAEHO, WO nikapewknil  3aci6  ppecno B Ypainy 3

ROTPUMAHIAM KOHORABCTBA OL0 3aGE3NCHEHNA AKOCTI HIKAPCHRHX sacobis.

N
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«IJEEIDAPM
ATl
IherTidixaniiiig
xoa 2007589
hng

CEPTHDIKATIB

Plot No. M-3, Indore Special Economic Zone, ﬁlxase—ll, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com

Jikapesiuii sacio: TAHKAJIOP®

Medicinal product: PANKALOR®
Adwai pevonnnin:

Active ingredients:

Pecerpaniiiue nocsinenns:
Registration Certificate:

Jlinensist wa supobumrse Ne:
Ceprudivar GMP Ne:

Bupoedunu

Appeca supolnnea:

Manufactured by:
Address of manufacturer:

CIN No.: U65929DL1997PTC085780

CEPTUDIKAT JAKOCTI
CERTIFICATE OF QUALITY

AR, Ne J210FP25004277
lar/Date 11.06.2025

UPAHYIN LIS OpARLHOTS possny 1o 200 My noe 1 e rpanyst ¥ caure, o 30 caute y xapronmiii
yIakopni

Geanules for oral solution 200 wg, 1 g granules in a sachet; 30 snchets in a carton package
ANeryaeren 200 mre

Acetyleysteine 200 mg

No UA/20432/02/08 nin 12.04,2024, veparin gif peccrpauiftoro nocsiguenns: 12.04,.2029 pory
Ne UAR20432/02/01, 12.04.2024; Registration Certificate valid till: 12.04.2029

25/61/2018

1353/2024/GM P

Kyeys Xegrxwep [or Jiea, Luxis

[Laee No M3, Innop Coegenr Ivonoris 3oy, @eits-1T, Yivasuyp, Hicr, aup, Magxss Hpaaeur,
Flia 454774, Inzin

Kusum Healtheare Pyve Lid

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya
Pradesh, Pin 434774, India

Cepis: No 1006416 Posaip copif: 1524y, Jhava pad,: 0472023 Niitcnnit no: 0342027

Bateh: 1006416 Batch Size: 1524 D/, 0472025 WE: 0372027

N TToxazuir arocri Bustorn Pesyanrari
Name Index Requirements ananizis

Result of analy
1§ Oune hini afo staiine Ol rpaiyize 3 XapasrepiyM Saaxos aueapeuna, Binnosiiac
Tty
Deseription White 1o oft white granules with characteristics orange odour, Complics i
21 Taenridlirauis :
Ayemuayuensein Hac  WIpHMyBai  OUHOBGO 1KY B XpoMatorpami - Qeeaidacysanvzo | Biutoriae |
POSQHHY  BLNCBTAGE  qacy  YTPHMYBAQHS  NiKY  Ha NPOMETOIPast
CHGHOAPRINOD POZUNL GIPUSEAHOTO B YMOBAN KIULKICHOTO BH3IIMCHNA,
Yanopeutsi  resie-ginaeroporo  aadapriacius  uiesepasye  uassuiorn | Bioonizac
auentunueniciny,
Fdentilication The retention e of major peak of the sanyle sotion corresponds 10 that of | Complics
Avelyleysteine the stendard selufion as obtained in the agsay.
Presence of dirk vieler eolor confirms the presence of acetyleysieine. Complies
3| 3osuinsiit surasy pozaity P saerka onnpecuenuit, Binnosiiae
Appearinee of solution Slightly opalescent soluiion. Complies

4 | Cepefust atica Byiery cane

L Average weight

LOO v 324 (95 11,05 1) 1.02 ¢

i

Oxnopiyicrn sacn
Uniformity of weight Average fill weight = 7.5% +4.8%
N - 4.0%
6 | pH 2,00 1,00 ) 3.06
pH 2.00 1o 4,00 3.06

Regd. Off.: D-1584, Okhla Indl. Area, Phase-I, New Delhi-110020 (Indiia)
Ph. +91-11-41005147, 40514919, 41010571, 40527575

KLIPIQGAZO00048/A0000 11-004
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CEPTHOIKATIB

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www . kusumbhealthcare.com

CIN No.: U65929D1.1997PTC085780

AR N 1210FP25000277

7 | OnuopingicTs ROJOBARNX AVSLL, e L1150 Binnorijae:
OIUHHD
Uniformity of desage units
(By content uniformity) Acceptance vale (AV) should be @11, where L1+1 5.0 Complics
8§ | Kiapricue pusnaucHus 95,00 9% - 103,00 % pij 3azicnoro sMicTy (190,00 ar - 210,00 nr 1 1 cawe) | 103.23 %%
(206.47 )
Assay 05.00 %-105.00% of the abel claim (190.00 mg -210.00 mgfsachet) 103.23 %
(20647 sr)
9 | Cyuponigui gominzen Tlowimga Az ne Giapuie 0,5 %: e mssaeno
Jlostinsa 131 ue Gisnue 0,5 ¥ He ssacio
Jloatinma C: e insime 1,0 %: (0.23:4%
Jlosimka 1): ne dinsue 0.3 %; e pustaeio
HaiiGinnisea nelaenrudiromana gosioma: ue Sianme 0.5 %; 0.062 %
Cyama goMitiors ne Hismme 1,3 % 0.296 %
Related substances Tmpurity A NMT 0.5% Not Defected
Impuriiy B: NMT 0.5% Not Delected
Impurity C: NMT L% 0.234%
Impurity 12 NMT 0.5% Not Deteeted
Highest unknown impurity: NMT 0.5% (3.062%
Total impuritics: NMT 1.58% 0.296%
10 ] MigpoGionoriaua waerora | 3avasnie une aepoBGHuN atikpoopragiastiz (PAMC): ne Sinbuie 0P KYOA | < 10KY O/
ARG HICHO APTAGHROBIN T ALCCHCHHN 1pndin (TYMC): ne Ginsuwe 107 | < WOKYO/r
KY Ol
Bincyvuiery Escherichia coli w1 npeapary. Bincyrnicrn/i
Microbiological purity ‘Tatal serobic microorganisms (TAMC): NMT 10° CFU/. <10 CFU/
Total comtbined yeasts and moulds count (TYMC) - NMT 10° CPU/g, <10 CFily
FEseherielia eoli shonld be absent per 1 2. Absent/g
BHCHOBOK: Cepin Ne 1006416 signonixae suaroras MK PTT Ne UA/20432/02/01

CONCLUSION:

AHASIS BITKOHAR
(ANALYSED BY)

KoMeHTapi; Hemac

Comments: no

Batch Ne 1006416

(DATE)

complics with the requirements of MQC RC Ne UA/20432/02/01

pata_n\oplte X

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575

KHP/QAN00048/A000011-004
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CEPTHDIKATIR

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

CIN No.: U65929DL1997PTCU85780

AR Ne 1216 FP25000277

Jassa npo ceprrdirauio: «Liician 9 3acsiyio, ulo HaBeAeAn BHINE iKpopManin € gocroBiprowo i Toumow. Ll cepin
npoaysidi fysta BHroToRACHA (BRAIOMAIOMI YOAKOBRY / MAPKYBAINS) § IIPOBEACHO RONTPOAL T SIOCTI HA BHIEIIANAROMY
nignpuesiersi B nosail rimtoniamocti 3 susoranmy, aznacHAMY B WMl nacranopi GMP, satsepaisenili Minicrepersom
oxopomi 3opon's Yipalum, i 3 BHMOraMu pecerpauifitoro ocee wpainn npranavenus. IHporewoan supofruursa,

YHAKOBKH TA AHANI3IB Byan nepenistuyTi | seranondeuo ix pianosignicrs sumoras GMPy.

Certification statement: «Qu this ¥ certify that the above-mentioned information is frue and accurate. This product hatch was
produced (including packaging / labeling) and conducted for its quality control at the above-mentioned manufucturer
accovding to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requivements of the vegistrafion dossier of the destination ecounfry. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirements».

KepiBrik rpyms KouTpenio akoct
Quality control group manager

[M'a ra npiserie

(Name) \ \ L '\F
[Tinrme N
(Signhature) { foe,

Jara nignncanns \ ,/'\\\'
(Date of signature)

KepiBHHK FpYnH KOHTPOMO AKOCT
Quality control group manager

NN NUS

A . K E
\) NG L

ViiosHOBAKEHA
ceprdiruniio cepii

3aiiteHoe

Qualified Person certifying the batch

(Name)
INARIHEEES
(Signature)

Menewkep siuainy sabesne

Tat'st Ta npi: sHile

Jara ninmcanns
(Date of signature) *

HHs Roet

Quality Assurance group manager

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

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

KEP/QAZ00048/A00001 1-004
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sum ealthcare Prt ltd.

Plot No. M-3, Indore Special Fconomic Zone, Phase-I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email info@Kusum.com, Website: www . kusumhealtheare.com

Ateapeseadi sacit: TAHKAJOP®

Medicinal product: PANKALOR®
Aliroetk pestopnan:

Active ingredients:

Peecypanifine ioceizyeims:
Begistration Certificate:

JHuessis 1r BUpofRin ey Na:
Ceprudinnr GMP Ne:

Bupalsni

Adpecw nupobunra:

Manufactured by:
Address af magufaciurer:

Cuepiy: M 1003210

CIN No.: Usb928D1.1997PTCORG78G

CEPTHDIKAT AKOCTT
CERTITICATE OGF QUALITY

A N 21007 P24001191
AvrafDate U2NSN025

THANYAN AN 0pANRHOEe posudny o 200w, no 1 e rpaser y caine, o 30 cawe y wiprosnii
YIHHRUBLI .

Graneules for oral sehution 200 mg, | 2 geanales In g sachet; 30 sachels in 2 gavion package
ARETHAHEECTN 200 mr

Acetyieysteine 200 mg

N UA28432/02/61 ix £2.04.2024, repain #il pecoypaniitoro noceigaenva; 12842029 pory
Na UAAZG432A2/01, 12.84.2024; Registration Certificate valid till: 12.64.2839

25612008

13s/2624GMP

Kyewm Xenmoxwep Doy JEpa, Tuais

Lo Ne M-3, dnaep Cizesten Inonomis Joyw, Geia-1L, Bivamnyp, icr, fxap, Manzes Mpaaeun.
1¥in 454774, Limis

Kusum Healihoars Pvi Ltd

Plat No. M-3, Indore Speciat Economic Zone, Phase-J4, Pithampur, Diste. Blisy, Madhya
Pradesh, Pin 454774, Lndia

OGain epis 1589y, Al pir 172024 Tliticwii ao 1072026

Bateh: 10035210 Hualeh Size: 1509 £ E12024 DAE: 102026
N Horasmag swocri Busaen PesynnTarn

Name Index Requirements ansaizha
B ) Result of analyses
L e B 80 seaiisme Gl rpanys 4 xapag iCPIEM SAU0X0M RI2Ih0HER, Biznonizae
Deserintion rislics oranpe vdour. ) Coamnplics
i 2| Izewompixaoin

Agearsgremeii

Ldeptifiestion
Avedrloyaieing

Hae yrpusyBMiEGe oCHomore niky B xpoMilorpaMi  docaiducysaaees | Binoniaeg
oGy GHIHGGEIANG Wy YTRIMYRAHIE Y 18 Nposarorposd
CHIAHGHPAIEGEE posnye, DTIEANOI0 13 YMOBEX KEILKICHoT 0 siHaneEns,

P Vrnonerid  reMio-fHozcrelero sebapsncig niarneprye wunmicrs | Bizoonizae

[ Vhe eelention tine of maior veak of te sauple sofution cosresponds (0 that of | Corplics
the sfangard sedacion ws obinined In the assay,

Presence of dark viodet cobor conflin the seesence of acelvleysteine. Complies -

Complics

40 Cepeand amaca amicty cawe

Averaee welsht

Fa Ao

A CHBUDIAILICTL: MacK
Lintfarmity of weight Avermie Tl weighi & 7.5% +2.5 %
1oy
& | pii PRIEE X 183
pit

200 ¢ A 183

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

KHPOAM0038/AG6001 1 -003

Ph. +91-11-41005147, 40514918, 41010571, 40527575
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Kusum Healthcare Prt ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com
CIN No.; U65920DL1997PTC085780

AR M T21GFP2400119]

7| Oanopinnicrs xozosany AVELL e L1350 Bizaonitae
GO HHHUL

Uniformity of dosage units

(By content uniformity} Acceptance vale (AV) should be sE1, whese L1=13.0 Complies
8 | Kisnkicse micoavenns GE00 % - F300 % sia senpaenoro uaiory (190,00 s - 210,60 g :5'“'1“*'&1{—;11:5“" 9936 %

(198.52 s

Assay F5.00 W-103.00% of the fabel claim {19000 mg -2 100 mgdsache) . EURES LA
{19852 my)

& | Cyuposigt gomiwsn Hosthmaa A pe Gianme 0.3 % [e suspmmw
Mostinea B ne st L3 i shapaeio
Hoasiplke O ne Gianome 1O % He wusewno
Hemiptge T3 oae Ganue 0,5 4 ' He sugeienc

s b ikomum aesisma: s Shanme 505 S0 ; 0.1 %

i Ol 1,3 % {5 R
Related subsiances Iepurity A N 0.3% Mot Dejeciod
Ispurity 3 NMT LS Not 1 betecied

NAT PG Mot Tgiccied
{.3% Not Dewected
yl 0.1 %

Tnpiriy L
Ity [3:
Highest uirknow
L Totul inws _ b %

1L MikpoBlosorivua auerora Jaranm sueng tepof [ RYO

Faraine sHeus ApLEAROLIX 11 pstcengans prdiin (TY MO ne Ginase 1P | < 10KYONL

1Y O,
Biavyraiers Meoheriefdon coff 8 1 ramcagpaey, Bigeyrmicmio
Microbialopical puvity Futal aemabic e s (FAMU): NMT 1P CFLirg, < PO CEL
Foral combined psonlels count (Y MO~ NMT 167 CFUY, <i0 CFFlfg
b el i be abseat por 1 g, Absentfe

BUHCHOBOK, Clepis Na 1005210 sinaonizac pmaray MEH P Ne UAZ20433/02/0
CONCLUSION: Batch Ne 1063210 compiies with the requirements of MQOC RC M UAZ20432/4201
AHMANE BHKOHAD HATA 2
(ANALYSED BY) w1 (DATE)

Konmairaps: Hesag

Comments; 1o

Regd. Off.: -1584A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
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Kosu althcare Prt lid.

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 kusumhealthcare.com
CIN No.: UsB929D1L1997PTCO85780

A Ne 12 10FP24061 191
Jassn npo ceprudivanio: «Hilicnnm w saceizuyio, 0 vavciesa smue indopmanin € Aactosipueme i towrorn, Uy cepin
upaiy Rl 50 BUreTORAIA (BITIGHAIYH YIAKORRY / MapKyBaud) | Nponeseso KOUTPOIL 1 9ROCTI B2 BHILCITAXAHOMY
sigfpueMcrsi B rospil rizooningoeti 3 puMoraMu, 3asHATCHIME B ynunbl nacranesi GMP, sareepamenid Miniereperzom
OXOPORE 3topor’d YRPAIHN, § 3 pasmoraMs peccrpaniinors gocse kpaisn opmnavenss. [poroxosw supodusnrsa,
YRAKOBKRK T2 anadizic 6yas neperanuytli netanoricno Is plgnosinnicrs sumoran GMPy,

Certification stafement: «On this L cerlily that the above-mentioned information is frue and accurste. This product bateh was
produced (including packagiung / lubeling) and conduefed for is quality conirol at the abeve-mentioned manufactarer
aceording fo specified in the carreat GMYP guidelines, approved by the Ministry of Health of Uliraine, and with the
requirements of the registration dossier of the destination country. Records of manufucivring, packaging and analysis were
reviewed and defermined for thedr cormplianee with the GMP requirementsy». ;

Kepintig rpyie RUIFTROAK SKOCF Viopuorawena  ocoba,  mo  saltcnioe
Guality control group menager cepLdrirantio cepil

Qualified Fergon certifying the baich
Ia's Ta apizsane

%

(Name} N(K{\_{k‘ \{3\;}}\\:;{ Int'y 18 ppkwme
Minne o ' (Mame) {
(Signature) , 5 ' Flimmie N L
Hara ninoicanma | Lpe ' (Signature)
{Dake (\I’signmure}k */i:)‘ A 5 JTara rimmscanduy

S e 528 {Dawe of signaturc}
Kepiesik rpyiny geHepoi 4xoct Mewewxep pinainy sabosmenenna oot
CQuality contral group manager Cuality Assurance group manager

Regd. Off.: 13-138A, Okbla Indl. Area, Phase-I, New Delhi-110020 {India}
KEBOADIO0ASANIO0] 1-003 Ph. +91-T1-41005147, 40514919, 41110571, 405827575 Page 3 uf3




JIEPIKABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitanunoi, 3, 020909, ren. ((44) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon CAPIIOY 37079055

BUCHOBOK

npo sikicTh BBE3eNOro B YKRpainy JiKkapesKroro 3acoly

18.08.2025 : Ne 40864/25/26

NMAHKAJIOP®

(naitMenyrass Ngapesroro 3acoby 3riaHo 3 péecrﬁau{ﬁmm [HCRIAHEHHAM )
rpaiysn ANA opaskHoroe posunny no 200 mr; no 1 r rpanya y caue, o 30 cauie y kaproHnidi
YHAKOBI

{opMa BHIYCKY, 40Ty BAHIA, BU NEKFBANHS AIKAPCHKOrD 31C0TY)
Howmep pecetpauiiisoro nocrinuenns JA/20432/02/01 erpok ail peectpauifinoro noceintenns 12.04.2025
Cepin nikapeskoro sacofy M 1005210 KiflbkicTs BBE3EHOTO Jixapeskone sacoly 32

Bipobnk KYCYM XBJITXKEP IIBT JITH, Innis

(nafisenyaansd supobinka NiKapesraro 3acoBy, Kpaiha noxowxets)

Baeaena s Yepaliy ToapuceTno 3 00MCKCII0I0 pianosinansinicrio " Taengapm JITA,
ineinrT. woa: 20075891

(uaiiMerynanas Ta vos sa €JIPFI0Y iopuamHc] ocoli atio npianie, iM%, ro BaThkoBi Hiswunot
ocobu - mipnprepua, I Micioe NPoxABaniia Ta peceTpaulii st HomMep GORIKGBOT KAPTKK MINATIHKA
Hoaaikie a0 GEpis Ta HOMEp MACNOpTa}

[poroxon sisyanbsioro kenvpomo sis 17.07.2025 N 2571/01.10-25/5.
JlaBopatopHuii anania sikocti FNapcsroro acody 3niACHEHHIT!

JiT1 "Lentpanbia nabopaTopix 3 anamisy SKOCTI JIKAPCRKMX 3aC061R | MELHUHOT HpOIy KLGT"
(v.Knim, Bys. Kyapsscpka 101 m.Kuis, Byil. Kyzpsscoka 8B Kiipcera 061acTe, . Hosi MNetpisui,

pyrL. Ipana ®panxa, 19) .
(HAAMERY BRI TH MICUESHAXOIKEINA sadopaTopli, woe npotcna naboparopind ananis axocii)

B HCHOROK L1IO0 SKOCTI MIKAPCLKOro 3ac00y, srianwh nabopaTopicio Bia 15.08.2025 Ne 1231
PesynsTaTi RASOPATOPHOTD BHBAIZY AkocTi MikapceKoTo 3acody 3a NEPERIpEHHMH nokazHikamMy BIAMORIAAIOTE
BHMOTaM MeTOAlE KOHTPOMO AKocTi (aHan HUMBO-HOPMATHBIOT AOKYMEHTAUIT).

3a  pPesvaRTaTaMn ASPWABIOND  KOHTPOMG  BCTAHOBACHD, MO nikapewtnli  3acié  mecleno  w Yepainy 3

JOTPHMAHHAM Bumor 3aK0HOABCTEA 11040 3ABE3NGUEN A KKOETI KAPChKHX sacobis.

Bixrop MAXHOBELDB

{initinsm ra npizsae)

farmation




AEPKABHA CHYHBA 3 IKAPCBKHUX 3ACOBIB
TA KOHTPOJUO 3A HAPKOTHKAMVH vy m. KHEBI
npok, Hanil Caitauauol, 3, 02099 yen. (044) 295-26-83
L-mail: dsdyiv@@dls.govoua, Kog €APHIOY 37079055

BUCHOBOK

PO AKICTH BBEICHOTD B YKPATHY JIKapebLbKOro 3acoby

23 492075 e AT5L9/25/261

HAHEAJOPE T EUTS A ———

{IZE]f"[:’dL‘[Ej"I‘E‘.IEHH .'Ii!(ilg?(_‘ial\’{?[‘{} ‘.35%{,00) RIREHE oy I]Tli]lllfiiili\] EI(){‘Zii;k‘ECIii"l“f‘%"\.i}
PPN st opaibitero poriny o 200mre, po 1o rpanys y eame, o 30 came ¥ wapronriii
VOAKoRU
{ti)[}’}‘\h! PP ORY, HOUYEAUHE, BHE LRSI Jmuzgh iai({‘] iz i :‘ikx()()\‘l

ioarep pecerpanifiore toenigucuns UAZ0432/02/01 crpox il peecrpauiiioro nocsiaueniny [2.04.2029

Lapia Alvagusioro sacoly Ne LOHERZTH Kiankiors ssemenoro nikapeskore sacody 1477
Brpatinnm IKYCVM XEJITXKEP HBT s

(rmiascIs AL B BOTHHIGL IIEANCLIROEG 200D, KDATIE o, e sl

immpm‘lzm 1 pfmemenoo pianosiamericrio "Faengaps JATA"N
O 20073891 —— i

ti RV e i e i €41 ’i {)Y BEFHIL 1.|\'1zm t‘\UI} ‘Lfo npbiane. i 3[ G BUTREO éiﬂ'it
QUi - I LTRHECMELL, 1T SO0 OB T per PRI BOAC) QBHRECB0T KEYIRD s
PR 30 0 SOREE Y L) frECHA)

Baossile & Yepainy

Npeconns wisynasitere wonpoaro win 22.09,2025 M 34870 1. 10-25/2.

T pryHLEATAME  AGPIRABIEND :;f}:-;"{p{xn{} BeTANOBACHO. WG Bk el mpescHe  u Yepainy 2

TR 00 30T ICH IR KO T T Gxix sacoBie,

NMuoi
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CEPTHIKATIR

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

,

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

Jiapesinii zacid: TANRANOQOP®

Medicinal product: PANKALOR®
Aivostd pevasinn:

Aclive ingredients:

Pecerpaniiine nocsinuennn;
Registration Certificate:

Jlisenain sa snpoGoinren Ne:
Ceprriicar GMP Nag

Brpabuaine:;

Aanpeci nupoGnen:

Manufactured by:

Address of manufacturer:

Cepin: e 1005163
Bateh: 1003163

Poamip copiit 1448y,
Batch Size: 1448

CIN No.: U65920D1L1997PTC085780

CEPTHDIKAT SKOCTI
CERTIFICATE OF QUALITY

AL Ne J2I011P24001739
HaralDade 02/)3/2025

TPAIYL A0 opALNOre poattnny 1o 200 mr, no 1w rpaya y caue, no 30 eattie y waproniii
ynawosiyf

Granules for oral solution 200 mg, [ g granules in a suchet; 30 sachets in n carton package
AuleTivnuerein 200 s

Acctyleysteine 200 mg

Ne UAZ20432/02/01 pin 12.04,2024, Tepamhe aif pecevpanifinors noenigvemin: 12.04:2029 poxy-
Ne UA/20432/02/01, 12,04.2024; Registration Certificate valid-till: 12,04,2020 .
25/6172018 '

135/2024/GM P .

Rycyst Xearxwcep Uar Awa, Iitnig

Moo N M-3, funep Coewen Teoitomie Saym, deiiz-11, TiTany), Mier. Xxap, Magxua Mpage,
Tin 434774, Tinin

Kuswin Healtheare Pyt Ltd

Mot No, M-3, Indore Speeial Economic Zoue, Phase-I1, Pithampur, Distt. Dhar, Madhiys
Pradesh, Pin 454774, Tndia

Hara pur.: 1172024
DiM: 1172024

Aitichnii no: 10/2026
D/E: 102026

Ne MNorasunx meoeri Bumorn Pesyryrarn
Mame Index Requirements ananizis
Result of annlyses
i | Omge Bini abo aitwe Bing rpaiynn 5 Lapriccepuiin SauaxoM ane: e, Bianosiaae
Description White to ofl white granules with choreteristics vranoe odour. Clomplies
2 Iagrradrieatis
| Anemuagucnein Uae yrpnaysmnz ocinosnore niky mu Xposarorpasi  doesidacysarcaa | Bianosirac
i Pozunmp  wmoRigae  uacy  FrPUMYMUNIN RISy ne Npomarorpasi i
catandapRIne2a podtuny, GIRUMUIOTG B YMOBIX KIALKICHOrO sH3naem. !
1
Yrsopenus  reamo-hivicronoro  aGapmienns  maveeprkye  passnicrs | Bianosigae :
anentiagicmeiy, '
Identification The retention time of nujor peak ol the sanple solution correspands 1o tat of | Cemplics
Acerplovsteine the stanclared solution ns obined in the assay.
Presence of durk vialet eolor conlirms the presence of neetyleysicine. Complics
3| Sosuimniit unronn podnmy Posdin 3acrka onagecen i, Bimoeinae
Appearance ol solution Slightly npaleseent solution. Complics
d ] Cepeans maen osicry enure LOO & 5% (0,95 r - 105 1) L
L Average weight 100 g 4 5 % (0.93 10 1.05 u) 1.00 ¢
3 | Onnapianicrs sacn Cepeans aaca miery & 7.3 % +.6 Yo
-34%
i
Liilormity of weight Averane Nl weight & 7.5% +.0%
=30
6 pil 2,00 -0 2.63
i pll 2.00 w0 4.00 263
i

Regd. Off.:

D-158A, Okhla Indl. Area, Phase-], New Delhi-110020 (India)
Ph, +91-11-41005147, 40514919, 41010571, 40527575
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CEFTUORATIR

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www. kusumhealthcare.com

CIN No.; Us5929DL1997PTC085730

AR, N 1210FP24001130

7 | QuuopisicTe nozonmunx AVELL, ze LI=15,0 Birmroniaae
0ATNITIHLL
Unilormity of dosage uniis
(By c“_“‘“"t uniformity) Aceeptance vale (AV) should be <11, where L1=15.0 Complies
3 | Kinswicne ppanavenng 95,00 % - 105,00 % uig saswnenoro mvicry (190,00 e~ 210,00 M0 1 [ cante) | 101.89 %
(203.79 M)
Assay 95.00 %-105.00% ol the label ¢laim (190.00 mg -210,00 mg/sachef) 101.89 %
. "(203.79 r)

9 1 Cympenigni xominna Jomiwka A 1ie Ginste 0,5 %;

Hosimka B: ue Gimune 0,5 %;

Jlostiwika C2 ne Ginune 1,0 %;

Hosiwsa 12: ne Ginnne 0,5 %;

Haibinmwa neinciernpicosuna nosimka: ue Ginane 0,5 %;
Cyata omimios: ue Ginswe 1,5 %

Impurity A: NMT 0.5%
hnpurity B: NMT 0.5%
Iimpurity C: WMT 1.0%
Impurity D: NMT 0.5%

Related substances

He slingrene
03%
e nuamenn
e sianneny
02%
0.3 %

Not Delected
0.3%

Not Detected
Not Deteeted

Highest unknown impurity: NM'T 0,5% 0.2 %
Total impuities: NMT 1,5% 1.5 %

10+ Mikpodionarinna snierara | 3aranste uieno aspofiiy sispaopranissin (TAMCY e Ginme 107 KYO/r | < 10 Ky O/t
Barannie wueny apisakonns ta nricencanx rpudis (TYMC): e Ginnne 102 | < 10 KY O
KYQOrr.
Bincyrniery, Ksehevichio cofin | v nupeHApaTY. Bigeyriicnr

Microbiclogical purity Total acrohic microorganisms (FAMC): NMT 102 CFU/. < 1) CFU/fe

Total cambined yeasts snd moulds count (TYMC) - NMT 102 CFU/. * <10 CFlire
Fxcherichia cofi shoulkl be absent per 1 g. Absenl/p

BHCHOBOK: Cepia No 1005163 simroniane snatoras MICH PIT Ne UJA/20432/02/01

CONCLUSION: RBaleh Mo 1005163

AHAJII3 BHKOHAB (
(ANALYSED BY) " ¥
5 s

s

(DATE)
Kosenrapi: nemac

Comments: no

camplies witl Lhe requirements of MQC RC Me UA/20432/02/01

JATA _c-f or fung”™

Regd. Off.: D-158A, Okhla Indl. Area, Phase-1, New Delhi-110020 (India)

T Ph, +91-11-41005147, 40514919, 41010571, 40527575
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Plot No. M-3, Indore Special Econonic Zone, Phase-1], Pithampur, Distt. Dhar, Madhya Pracdesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusurnhealthcare.com
CIN No.: Us5929D1.1997PTC085780

AR, Ne 1210FP24001139
3ansa npo ceprndixauio: «/lifienunm s 3cBinylo, ulo Hasenenn smue imopmalin € noeronipnoin i Tounow, L cepin
npoay il 8yu1a sirrorossena (BKAIOYAINUY YIAKOBIY £ vaprynanust) i nposeneino LOWrpods ¥ 1RoeTi HA BUMEITANA oMY
uignpueverni B mobuii pianoBinmOCTI 3 NUMOrAME, 3NINA UMM B Wi HACTABOBE GMY, aarnepaaeniii Minierepernos
oxopoun 3nepon's Yepaiun, i 3 susoramn peeerpaniiinore aoese kpatimst nprsuagensst. [Tporoxkoms pupolunursa,
YUaRomKr Ta mpLaisie Gyan nepernanyri { seranenncno Ix signoslmticrs susoran GMPs.

Certification statement: «On this T certify that the above-mentioned information is frue and accurate. This product baich was
produced (including packaging / labeling) and conducied for its quality control at the aboye-mentioned manufacturer
according to specified in the current GMP goidelines, approved Ly flie Ministry of Health of Ukraine, and with the
requirenients of {he registration dossier of the destination country, Records of manufacturing, paclaging and anilysis were
reviewed and determined {or their complinnce with the GMP requirementss.

[Cepinhni rpyny konTpomIo 1KoeTi Ynosuasmrena  ocobz, wo  3aificmoc
Quality control group manager . cepThhinauie cepil
Qualified Person certifying the bateh
IM's T2 npissnme , :
(Name) \\k}u\c&‘ AUERN Y 4 Im'a T2 npizsmne
[ianme (Name) \/i
(Signatee) Nisnuc L

Hata ninnkcannn
(Dale of signature)

Kepsuns rpyni koirpomo sikocTi
Quality control group manager

QO-‘G \' : 'Lf}'?./gﬂ

(Signalure) n
Jara ninnucann
(Date of signature)

Quality Assurance group manager

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

K QARO0- R AN | 604

Ph. +91-11-41005147, 40514919, 41010571, 40527575 Page 3 of 3
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JEPKABHA CIAYXKEBA 3 NIKAPCHLKHX 3ACORIB
TA KOHTPOJIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Haaii Ceitnsusol, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHCHOBOK
npo AKicTs, BBe3enoro B Ykpainy gikapesKoro sacoby

23.06.2025 Ne 30978/25/26

NDAHKAJIOP®

{(natiseenysaiina fMigapeskoro sucoly trifmnoe 3 peecTpauifiuim noeniauernss}
FPANYSH AR opankitore posuimy mo 200 mr; o 1 rrpaiyn y cawe, no 30 came y waprousnii
YAoK

{((hopaa BUNYCKY, JAD3YBAHIIA, B OAKYRAIIN nikapeskoro zacoly)
Hosep peecTpauifinoro nocsinuenna UA/20432/02/01 crpok pit peecpauiiinoro nocoimientis 12.04,2029
Cepis nikapeskoro sacoSy Ne 1005163 KinbKicTs BBE3EHOro Nikapenkoro 3acoby 1448

BupoGuux KYCVM XEJNTXKEP IBT JITH, Innjs .

{naiixenyBania oupoSnnke sixapchkore sacoby, kpaiia NOXOAKCA)

Bueseno b Yipais Tosapuerso 3 ofmexenoo sigmoninansuiero "iendapy JITat,
patly tnenr, wom: 20073891

(afiMenyntirig Ta ko 3a CAPIIOY opintuiot acoGu aGo Tpidmie, iM's, 0o Garbroul (oY
acobH - mianpiiemitd, 1T Micue OpoxyBiIg 1a peectpanifiingt nomep aGrikonoT KAPTKI IATIHED
nonaTkin afo cepia TA HOMED PacnopTA}

IMporoKos BisyanLUOTo KOUTPONG Bi 26.05.2025 Ne 1755/01.10-25/4.
TaGoparopunii axanis axecti sikapesroro 3ucofy apificleHui:

TaGopatopist papmakoriciiacro awanisy Al "Yrpalaeskuii Haykosuil Qapmakone#nni HenTp
saiocTi Jlikapenrkux sacobin” (M. Xapkis, By AcTposomivHa, 33)

(NafiMeRynOiis TA MiCHeIBO/KCIHA nafoparopii, Wo nposenn KaGOPATORHKA ananis sKocri)

BHCHOS0K WORO AKOCT] JTiKapeLKore 3ucoly, siianul naGopaTopieo sin 20.06.2025 Ne 549/54625

PesyabTaTh naGopatopuoro anasizy AkocTi JKapCEROrO 3acoBy 3a NEPERiPEHIIMK AOKAZHHKAMY pimoRinn0TL
BHMOTDA METOID KOHTPONIO AKOCTI {(auaniTHIIO-HOPMATHRHOT JAOKYMeHTaL),

S

AGPIKABIOrO  KOHTPOMO BCTANORNEHO, WO i LRI 3aciB  sueseHo e Yxpainy 3

3a  pesyavTaramMil

Muxoa XOJIOAEHKO

Cinfuians ra pissane)

LI,
s o G
ey o
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T
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JEPYKABHA CJIYIKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos, Hazii Caitnnunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kop €IPIIOY 37079055

BUCHOBOK
npo sikicrs BBeseHoro B Yipainy JikapenLiroro 3acoby

18.08.2025 Ne 40863/25/26

NMAHKAJIOP®

(HARMCIY BTHIA FIKA]ICHKOTO 3aC06Y 3riAno 3 peecTpatifiim nocoiaean)
rpanyJ UIS OpAJILHON0 POIYHKY 10 200 ar; no 1 r rpanysy came, no 30 camey kapTonuiii
ynaKos i

(Qropma sunycky, BO3yBaHHS, BHA NAKyBARHA nikapcbkoro 3acofy)
Homep peecTpauifitoro nocsiaveHHs UA/20432/02/01 crpox aif peectpauiiinoro nocsiauenis 12.04.2029
Cepia nikapebkoro sacoby MNe 1005209 KinbKicTs BBC3CHONO Jikapebikoro 3acofy 32

Bupobiink KYCYM XEJTXKEP NBT JITH, lunis

(nadimenysanis supoGIHKa HKapehROro 3aco0y, Kpaiia HOXOAKCHS)

Bueseno s Y kpainy TopapucTBO 3 0GMEKCIO0I0 sigmosinanpuicrio "Tuendapa JT i
inen. icoa: 20075891

(nailaey B T) xoj1 3a CAPTIOY mpimu-um'l"o"c'oﬁu abo npismie, iM's, 6o GaThkoni iniol
0cobn - nignpucmus, Tl MICLE NPOXUBANHNA TA peecrpauifinuli nomep 06RIKOBOT KAPTKU NIATHHKA
nonarkin abo cepist Ta HoMep nacnopTa)

T1pOTOKO Bi3yaNLHOro KOUTPOIO Bil 17.07.2025 Xe 2571/01.10-25/4.

JlaGopatopruii anania sikocti nikapceKoro 3acoBy 3MIHCHEHUN:

JUT "Lienrpanbua aboparopis 3 ananizy sSKoCTi JiKapChbKuUX 3aco6is i MeAMUHOT POy Kuui"
(m.Kuis, pysn. Kyapssceka 10r . KCuis, By Kyznpsseska 8B Kuincbra o6nacth, ¢. Hosi ITerpinui,

ayi. Isana ®dpanka, 19
o - - T = a
(nalMEyBanis T MICLIEIHAXOIOKCHIA naGoparopil, uio nposena naGopaTapyi ananis akocti)

BHCHOBOK OO AKOCTI AKAPCHLEOFO 3ac00y, Bitaaltii nabopatopicio pin 15.08.2025 Ne 1235
Pe3yAbTaTH HAG0PATOPHOO aluiisy AKOCT AIKAPCHKOFO 3ucoBy 3a nepeRipeHiMH NoKAZHHKamMt BianosBiAI0TH
BUMOFAM METOLIR KOHTPOSIO AKOCT (3HANRITHY HO=HOPMATHURHOT NOKyMEHTAILIT).

30 pesyRbTaTAMlt  ACPKABNOIQ  KOHTPOMO  BCTAHOBACHO, wo nikapehkuli 3aci6 emeseno B Ykpainy 3
AOTPHUMAHUSIM 1Mol 3K0HOAABCTRA WIONO saBeancucHHA SKOCT] MiKAPCHKHX 33C0GiB.

‘-"-'«f?_ragz _—— Bixtop MAXHOBELD

X e :
(rini (ininiann Ta npiasruie)

<« :I r Q’r'i ]_“ i
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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.kusumhealthcare.com

Jiapeskuit 3aci6: [TAHKAJOP®

Medicinal product: PANKALOR®

Mirui peuosrnu:
Active ingredients:

Pecerpaniiine nocsinuenns:

Registration Certificate:

Jiuensia ua supobununrno Ne:

Ceprindinar GMP Ne:
Bnpobdunk:
Aupeca supodiiska:

Manufactured by:
Address of manufacturer:

Cepis: Ne 1005209

Posatip cepit: 1478y,

CIN No.: U65929DL1997PTC085780

CEPTHOIKAT JKOCTI
CERTIFICATE OF QUALITY

AR N 1210FP24001 652
Jara/Date 02/05/2025

FRAIYAN JUIR OPARBHOTO po3unuy no 200 mr, no L r rpauya y caime, no 30 cawe y kapromnuii

ynaKkoBid

Granudes for oral solution 200 mg, T g granules in a sachets 30 sachets in a carton package

200 mr
200 mg

Auerhauserein
Acetyleysteine

No UJA/20432/02/01 nin 12.04.2024, vepatin Al peccrpaniiinoro nocsiguenusn: 12.04.2029 poxy
Ne UA/20432/02/01, 12.04.2024; Registration Certificate valid till: 12.04.2029

25/6172018
135/2024/GM P
Kyeynm Xearsieep Uor Jiva, luais ‘

ot Ne M-3, Ingop Cuewen Ixonoai 3oy, @eiis-Il, Hiramnyp, Hier. Qxap, Maaxss Hpanew,

Tliu 454774, Lugin
Kusum Healthcave Pyt Ltd

Plot No. M-3, Tndore Speciat Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya

Pradesh, Pin 454774, India

HJava sur.: 112024

Jitennii o: 10/2026

Batch: 1005209 Batch Size: 1478 DIM: 1142024 D 1072026
Ne Morazmik srocri Bumorn Pesynnrarn
Name Index Requirements anasiisin
Result of analyscs
I | Omse 13iai abo Mafise Gial vpuiyme 3 XaDAETSPHIIM 3ATANOM aHEILCHHY, Bimosinac
Description White (o off white granules with characteristics orimge odour. Complies

2 1 lpewrudicauis
Ayemuayucmein

Identification
Acetyleysteine

Hac yTpusyBsdins  0choBHOro iKY HQ XPOMATORpaMi  Qoetidneysunoio
posuuny  RMUOBUGC  wACY  YTPUMYBAnS  wiky A XPOMATOrpani
CIQUOUPINNGEO POSUHIY, OTPAMANONO B YMOBAX KUILKICHON) BHIHAUCII.
Venopeuns  remMuo-gioncronoro HASBIACTD
anemugicineiny.

Ziiiﬁﬂ})llflCl sl IIi,’fl’l'HC])il"/K)’C

The retention time of mujor peak of the sample sclution corresponds 1o that of
the standard solution as obtained in the assay.

Presence of dark violet color confirms the presence of acetyleysteine,

Bijntosinae

Binnonipae

Cornphics

Complics

3 | 3osniuotil surasg posuxuy

Posaun sncrxa olieenen i,

Binnosizae

KHP/QAOMO48/AO00011-003

Appearance of solution Slightly opalescent solution. Complies
4 | Cepeaus Maca satiery cawe LO0 #5494 (0,950~ 1,03 1) 1.01 v
Avernge weight 100 ¢+ 5% (0,95 010 1.05 ) 101 g
5 | Oauopiauicry macy Cepeust Mitca nuicry = 7,5 % +3.5%
-3.4%
Uniformity of weight Average 1 weight#7.5% +3.5%
-3.4%
6 | pH 2,00 - 4,00 2.63
piL 2.00.10.4.00 2.63
Regd, Off.+/D-1584, Okhla Indl-AreaRhase-L-New-Delhi-110020-(India)
Ph.

+91-11-41005147, 40514919, 41010571, 40527575
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Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com

CIN No.: U65929DL1997PTC085780

AR, Ne 1210FP24001152

7 | Oanopignicts A030BRUIK
OJ(HIHILIL

Uniformity of dosage units
(By content uniformity)

AV=EL, ae L1=15.0

Aceeplance vale (AV) should be 2L where 1L1=15.0

Bianosinac

Complics

8 | Kinbxicue susnageuus

Assay

95.00 % - 105,00 % niy sussacioro micry (190,00 mr— 210,00 yr 8 | came)

95.00 %-105.00% of the label ¢lainy (190.00 mg -210.00 mg/sachet)

104.10 %
(208.21 mr)

10410 %
{208.21 mg)

9 | Cynposigni gomimry

Related substances

Hosiuca Az ue Siaume 0,5 %;

Tlomimka B: ue Sinnne 0,5 %:

Homimka C:one Ginspue 1,0 %

Hostimxa D; e Sianme 0,5 %; :
Haiidinnuia neienrndikonaua gosimka: ne digune 0,5 %

‘.

Cyaa goainiox: e Obineuge 1,5 %

Impurity A: NMT 0.5%

LNMT 1L.0%
Jmpurity D: NMT 0.5%
Highest unknown impurity: NMT 0.5%

(74

Fotal impurities: NvIT 1.5%

He mnncno
0.3 %
He sugsneno
He pugpneno
0.2%
0.3%

Not Detected
0.3 %
Not Detected
Not Detected
0.2 %
0.5 %

10| Mikpobioaoriyna aierora

Microbiofogical purity

ARG MHCHO acpodiny Mirpoopraitizsin (FAMQC): ne Giannie 10° 1KYO/e
JaraapHe MO ARIAUKOBIX 1A iafcenennx tpnGis (TYMC): ne Ginmue 107
KYO/h. :

Bigeyruicrt Lseherichia coli w 1 v npeuapary.

Total acrobic microorganisms (TAMCY: NMT 103 ClU/g. .
Tatal combined veasts und reoulds count (TYMC) = NMT 10* CFU/g.
Lscherichia coli should be absent per | p.

< [OKY O/
< 10KY O/

Biyeyruicrn/r
< 10 CFU/g

<10 CFU/e
Absent/g

BHCHOBOK:

CONCLUSION:
AHATII3 BUKOMAB ),
(ANALYSED BY) — "}

‘//

Koaewrapi: vemae

Commen(s: no

Cepist Ne 1005209

Batch Ne 1005209

Binnosizae siMorasm MES PIT Ne UA/20432/02/01

AATA it

(DATE)

complies with the requirements of MQC RC Ne UA/20432/02/01

.::;_,':"(;_,_:g"'} A

Regd. Off.: D-1584A, Okhla indl. Area, Phase-1, New Delhi~110020 (India)

KHP/QA/000048/A000011-003

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Kusum Healthcare Pt [td.

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 . kusumhealthcare.com
CIN No.: U65929DL1997PTC085780

AR, Ne 1210FP24001152
3assa npo ceprupiraniio: «/lificnum s 3aesinuyio, nio nasegcna vume indopmauis € goerosipnown i Tounown. s cepin
BPOAYKWIT Dyt BurorTonsena (BRIQYAIONH YRAKOBKY / MAPKYBAHUL) | NPORCACHO KOWTPOIL T RKOCTT 0Q BUHIEIrAAALOMY
nipnpuieMersi B noBuiti RiANOBIANOCTI 3 BEMOTAMR, 3a31AUCUBMH B U HacTanosi GMY, sarsepaxeniii Minicrepersom
oxopoun spopos’n Yxpalum, i 3 BHMoramu peecrpauifinoro goche kpaisy upusdadenns. Iporoxonn pupoGuuursa,
YHAKOBKIL Ta anadiziB Oy nepernsiuyri i seranopacHo Ix sianorignicrs Bumoram GMP»,

Certification statement: «On this I certify that the above-mentioned information is true and accurafe, 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 Minisiry 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 determined for their compliance with the GMP requirementsy,

Kepisustk rpyin KoHTpomo axocti Vnopuosamena  ocola, wo  3ailicuioe
Quality control group manager cepridirauito cepif

Qualitied Person certifying the batch
Is'a Ta npissiine

(Name) \\X CX(\Q\ \"}_\‘:.ﬁx}\g‘( Im'st Ta npisuwe

Hianwe Natne) \/ 5
(Signature) o %inmxc U’V\‘LQ, QUAU
Hara nigmucanis 18] .',\erg‘ (Signature) { ;\ ‘Uw 1
(Date of signature) ~—[<,Q 20 SR Hara nimumcanys \FA

(Date of signature) » \

KepisHik tpyni KOHTPOINO aKoCT Meuepkep piaginy 3aoe:sn,cuomm AKOCTI
Quality control group manager Quality Assurance group manager

KHP/QA/00048/A000011-003

Regd. Off.: D-158A, Okhla Indl. Area, Phase-l, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575 Page3 of 3
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JEPYKABHA CJIYIKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos, Hazii Caitnnunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kop €IPIIOY 37079055

BUCHOBOK
npo sikicrs BBeseHoro B Yipainy JikapenLiroro 3acoby

18.08.2025 Ne 40863/25/26

NMAHKAJIOP®

(HARMCIY BTHIA FIKA]ICHKOTO 3aC06Y 3riAno 3 peecTpatifiim nocoiaean)
rpanyJ UIS OpAJILHON0 POIYHKY 10 200 ar; no 1 r rpanysy came, no 30 camey kapTonuiii
ynaKos i

(Qropma sunycky, BO3yBaHHS, BHA NAKyBARHA nikapcbkoro 3acofy)
Homep peecTpauifitoro nocsiaveHHs UA/20432/02/01 crpox aif peectpauiiinoro nocsiauenis 12.04.2029
Cepia nikapebkoro sacoby MNe 1005209 KinbKicTs BBC3CHONO Jikapebikoro 3acofy 32

Bupobiink KYCYM XEJTXKEP NBT JITH, lunis

(nadimenysanis supoGIHKa HKapehROro 3aco0y, Kpaiia HOXOAKCHS)

Bueseno s Y kpainy TopapucTBO 3 0GMEKCIO0I0 sigmosinanpuicrio "Tuendapa JT i
inen. icoa: 20075891

(nailaey B T) xoj1 3a CAPTIOY mpimu-um'l"o"c'oﬁu abo npismie, iM's, 6o GaThkoni iniol
0cobn - nignpucmus, Tl MICLE NPOXUBANHNA TA peecrpauifinuli nomep 06RIKOBOT KAPTKU NIATHHKA
nonarkin abo cepist Ta HoMep nacnopTa)

T1pOTOKO Bi3yaNLHOro KOUTPOIO Bil 17.07.2025 Xe 2571/01.10-25/4.

JlaGopatopruii anania sikocti nikapceKoro 3acoBy 3MIHCHEHUN:

JUT "Lienrpanbua aboparopis 3 ananizy sSKoCTi JiKapChbKuUX 3aco6is i MeAMUHOT POy Kuui"
(m.Kuis, pysn. Kyapssceka 10r . KCuis, By Kyznpsseska 8B Kuincbra o6nacth, ¢. Hosi ITerpinui,

ayi. Isana ®dpanka, 19
o - - T = a
(nalMEyBanis T MICLIEIHAXOIOKCHIA naGoparopil, uio nposena naGopaTapyi ananis akocti)

BHCHOBOK OO AKOCTI AKAPCHLEOFO 3ac00y, Bitaaltii nabopatopicio pin 15.08.2025 Ne 1235
Pe3yAbTaTH HAG0PATOPHOO aluiisy AKOCT AIKAPCHKOFO 3ucoBy 3a nepeRipeHiMH NoKAZHHKamMt BianosBiAI0TH
BUMOFAM METOLIR KOHTPOSIO AKOCT (3HANRITHY HO=HOPMATHURHOT NOKyMEHTAILIT).

30 pesyRbTaTAMlt  ACPKABNOIQ  KOHTPOMO  BCTAHOBACHO, wo nikapehkuli 3aci6 emeseno B Ykpainy 3
AOTPHUMAHUSIM 1Mol 3K0HOAABCTRA WIONO saBeancucHHA SKOCT] MiKAPCHKHX 33C0GiB.
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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.kusumhealthcare.com

Jiapeskuit 3aci6: [TAHKAJOP®

Medicinal product: PANKALOR®

Mirui peuosrnu:
Active ingredients:

Pecerpaniiine nocsinuenns:

Registration Certificate:

Jiuensia ua supobununrno Ne:

Ceprindinar GMP Ne:
Bnpobdunk:
Aupeca supodiiska:

Manufactured by:
Address of manufacturer:

Cepis: Ne 1005209

Posatip cepit: 1478y,

CIN No.: U65929DL1997PTC085780

CEPTHOIKAT JKOCTI
CERTIFICATE OF QUALITY

AR N 1210FP24001 652
Jara/Date 02/05/2025

FRAIYAN JUIR OPARBHOTO po3unuy no 200 mr, no L r rpauya y caime, no 30 cawe y kapromnuii

ynaKkoBid

Granudes for oral solution 200 mg, T g granules in a sachets 30 sachets in a carton package

200 mr
200 mg

Auerhauserein
Acetyleysteine

No UJA/20432/02/01 nin 12.04.2024, vepatin Al peccrpaniiinoro nocsiguenusn: 12.04.2029 poxy
Ne UA/20432/02/01, 12.04.2024; Registration Certificate valid till: 12.04.2029

25/6172018
135/2024/GM P
Kyeynm Xearsieep Uor Jiva, luais ‘

ot Ne M-3, Ingop Cuewen Ixonoai 3oy, @eiis-Il, Hiramnyp, Hier. Qxap, Maaxss Hpanew,

Tliu 454774, Lugin
Kusum Healthcave Pyt Ltd

Plot No. M-3, Tndore Speciat Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya

Pradesh, Pin 454774, India

HJava sur.: 112024

Jitennii o: 10/2026

Batch: 1005209 Batch Size: 1478 DIM: 1142024 D 1072026
Ne Morazmik srocri Bumorn Pesynnrarn
Name Index Requirements anasiisin
Result of analyscs
I | Omse 13iai abo Mafise Gial vpuiyme 3 XaDAETSPHIIM 3ATANOM aHEILCHHY, Bimosinac
Description White (o off white granules with characteristics orimge odour. Complies

2 1 lpewrudicauis
Ayemuayucmein

Identification
Acetyleysteine

Hac yTpusyBsdins  0choBHOro iKY HQ XPOMATORpaMi  Qoetidneysunoio
posuuny  RMUOBUGC  wACY  YTPUMYBAnS  wiky A XPOMATOrpani
CIQUOUPINNGEO POSUHIY, OTPAMANONO B YMOBAX KUILKICHON) BHIHAUCII.
Venopeuns  remMuo-gioncronoro HASBIACTD
anemugicineiny.

Ziiiﬁﬂ})llflCl sl IIi,’fl’l'HC])il"/K)’C

The retention time of mujor peak of the sample sclution corresponds 1o that of
the standard solution as obtained in the assay.

Presence of dark violet color confirms the presence of acetyleysteine,

Bijntosinae

Binnonipae

Cornphics

Complics

3 | 3osniuotil surasg posuxuy

Posaun sncrxa olieenen i,

Binnosizae

KHP/QAOMO48/AO00011-003

Appearance of solution Slightly opalescent solution. Complies
4 | Cepeaus Maca satiery cawe LO0 #5494 (0,950~ 1,03 1) 1.01 v
Avernge weight 100 ¢+ 5% (0,95 010 1.05 ) 101 g
5 | Oauopiauicry macy Cepeust Mitca nuicry = 7,5 % +3.5%
-3.4%
Uniformity of weight Average 1 weight#7.5% +3.5%
-3.4%
6 | pH 2,00 - 4,00 2.63
piL 2.00.10.4.00 2.63
Regd, Off.+/D-1584, Okhla Indl-AreaRhase-L-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-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com

CIN No.: U65929DL1997PTC085780

AR, Ne 1210FP24001152

7 | Oanopignicts A030BRUIK
OJ(HIHILIL

Uniformity of dosage units
(By content uniformity)

AV=EL, ae L1=15.0

Aceeplance vale (AV) should be 2L where 1L1=15.0

Bianosinac

Complics

8 | Kinbxicue susnageuus

Assay

95.00 % - 105,00 % niy sussacioro micry (190,00 mr— 210,00 yr 8 | came)

95.00 %-105.00% of the label ¢lainy (190.00 mg -210.00 mg/sachet)

104.10 %
(208.21 mr)

10410 %
{208.21 mg)

9 | Cynposigni gomimry

Related substances

Hosiuca Az ue Siaume 0,5 %;

Tlomimka B: ue Sinnne 0,5 %:

Homimka C:one Ginspue 1,0 %

Hostimxa D; e Sianme 0,5 %; :
Haiidinnuia neienrndikonaua gosimka: ne digune 0,5 %

‘.

Cyaa goainiox: e Obineuge 1,5 %

Impurity A: NMT 0.5%

LNMT 1L.0%
Jmpurity D: NMT 0.5%
Highest unknown impurity: NMT 0.5%

(74

Fotal impurities: NvIT 1.5%

He mnncno
0.3 %
He sugsneno
He pugpneno
0.2%
0.3%

Not Detected
0.3 %
Not Detected
Not Detected
0.2 %
0.5 %

10| Mikpobioaoriyna aierora

Microbiofogical purity

ARG MHCHO acpodiny Mirpoopraitizsin (FAMQC): ne Giannie 10° 1KYO/e
JaraapHe MO ARIAUKOBIX 1A iafcenennx tpnGis (TYMC): ne Ginmue 107
KYO/h. :

Bigeyruicrt Lseherichia coli w 1 v npeuapary.

Total acrobic microorganisms (TAMCY: NMT 103 ClU/g. .
Tatal combined veasts und reoulds count (TYMC) = NMT 10* CFU/g.
Lscherichia coli should be absent per | p.

< [OKY O/
< 10KY O/

Biyeyruicrn/r
< 10 CFU/g

<10 CFU/e
Absent/g

BHCHOBOK:

CONCLUSION:
AHATII3 BUKOMAB ),
(ANALYSED BY) — "}

‘//

Koaewrapi: vemae

Commen(s: no

Cepist Ne 1005209

Batch Ne 1005209

Binnosizae siMorasm MES PIT Ne UA/20432/02/01

AATA it

(DATE)

complies with the requirements of MQC RC Ne UA/20432/02/01

.::;_,':"(;_,_:g"'} A

Regd. Off.: D-1584A, Okhla indl. Area, Phase-1, New Delhi~110020 (India)

KHP/QA/000048/A000011-003

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 . kusumhealthcare.com
CIN No.: U65929DL1997PTC085780

AR, Ne 1210FP24001152
3assa npo ceprupiraniio: «/lificnum s 3aesinuyio, nio nasegcna vume indopmauis € goerosipnown i Tounown. s cepin
BPOAYKWIT Dyt BurorTonsena (BRIQYAIONH YRAKOBKY / MAPKYBAHUL) | NPORCACHO KOWTPOIL T RKOCTT 0Q BUHIEIrAAALOMY
nipnpuieMersi B noBuiti RiANOBIANOCTI 3 BEMOTAMR, 3a31AUCUBMH B U HacTanosi GMY, sarsepaxeniii Minicrepersom
oxopoun spopos’n Yxpalum, i 3 BHMoramu peecrpauifinoro goche kpaisy upusdadenns. Iporoxonn pupoGuuursa,
YHAKOBKIL Ta anadiziB Oy nepernsiuyri i seranopacHo Ix sianorignicrs Bumoram GMP»,

Certification statement: «On this I certify that the above-mentioned information is true and accurafe, 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 Minisiry 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 determined for their compliance with the GMP requirementsy,

Kepisustk rpyin KoHTpomo axocti Vnopuosamena  ocola, wo  3ailicuioe
Quality control group manager cepridirauito cepif

Qualitied Person certifying the batch
Is'a Ta npissiine

(Name) \\X CX(\Q\ \"}_\‘:.ﬁx}\g‘( Im'st Ta npisuwe

Hianwe Natne) \/ 5
(Signature) o %inmxc U’V\‘LQ, QUAU
Hara nigmucanis 18] .',\erg‘ (Signature) { ;\ ‘Uw 1
(Date of signature) ~—[<,Q 20 SR Hara nimumcanys \FA

(Date of signature) » \

KepisHik tpyni KOHTPOINO aKoCT Meuepkep piaginy 3aoe:sn,cuomm AKOCTI
Quality control group manager Quality Assurance group manager

KHP/QA/00048/A000011-003

Regd. Off.: D-158A, Okhla Indl. Area, Phase-l, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575 Page3 of 3
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