JEPKABHA CJIYKBA 3 IKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCEKINA OBJIACTI

npos. Ceitnuunol Hanil, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-4 1
E-mail: dis.ko@dls.gov.ua, Kog € APTIOY 37078774

BUCHOBOK
NPO SIKICTH BBE3€HOT0 B YKPATHY .JIKAPCHLKOro 3ac00y

24.04.2025 Ne 14579/25/10

MOHTET'EH

(naBMeryBans JKapCeLKOro 3acoBy 3rijuio 3 PeCCTpaLifinimm HOCBIMCHINM)
TabJIeTKU, BKPUTI MJIIBKOBOIO 000/10HKO010, 110 10 mr; mo 10 Tadaerok y 6aicrepi, no 3
OnicTepu y kopobui

((popma BUTyCKy, JO3YBANHS, BUJT HAKyBAHHS NKAPCHKOTO 3ac06y)
Howmep peecrpauiiinoro nocsizuenns UA/17104/01/01 crpox aii peecrpauiiitoro nocsinuenns 01.01.2099
Cepis nikapcekoro saco6y Ne FD245790C KinbkicTb BBE3EHOrO NMikapchkoro 3acoby 4752

BupobHuk I'erepo J1a63 Jlimiren, [Hnis

(naiimenysanus BHpoGIHKMKa JIKAPCLKOI0 3ac00y. kpaina HOXOLKCII)

BseseHo B Ykpaiuy TosapucTBo 3 00mesxenolo BianosinaabhicTio "AMAPOKC
FOKPEWUH JIIMITENL", inenr. xon: 43687709

(naiimenysanus 1a kojt 3a C/IPTOY opnummoT ocoGu abo upizsuine, iM's, 1o Garbkori Qizuunol
0cOOH - HipUEMLSL, I MICLIC HPOXMBALINS 1A peccTpantiinmii noMep 00MIKOBOT KaPTKK 1I1ATIHKA
nojaTKiB a0 C2pist Ta HOMEP nacnopra)

Iporokon BisyansHuoro kontposio sin 27.03.2025 Ne 0923/6.
JlaboparopHuit anani3 skocTi aikapcekoro 3acoby 3aiiicHeHmi:

OII "LenTpansHa sabopartopis 3 aHanizy sKocTi Jikapcbkux 3acobis i meauyHol npoaykuii”
(m.Kuis, Byn. Kyapsscbka 10r m.Kuis, Byn. Kyapsscbka 8B Kuiscbka obnacts, ¢. Hosi [Nerpisui,
ByJ. IBana ®panka, 19)

(waltMeHyBaHIs Ta MiCLIE3HAX0JLKEHHS JTaGOPaTopil, 110 rposena Jalopatopimii anajis 1Kocri)

BHCHOBOK IIOKO AKOCTi Nikapcbkoro 3acoby, sunanuit naboparopieto ein 23.04.2025 No 0574

PesynbraTy 1abopaTopHOro aHaisy SKOCTi Mikapchkoro 3acoby 3a repesipeHnMy nokasHukaMi BiAMOBIAAIOTH
BUMOTaM METO/iB KOHTPOJIIO SKOCTI (aHaniTHYHO-HOPMATHUBHOT A0KYM=HTALLT).

3a pesympTaTamd OEPHABHOrO KOHTPOJIO BCTAHOBJIEHO, 1O Jikapcbkuii  3aci® BBe3eHo B Ykpainy 3
DOTPUMAHHAM BUMOT 3aKOHOAABCTBA 11040 3a0e3neueHHs AKOCTi Aikapchbkux 3acobiB.

P

C Onsra EPBOMEHKO

(nimnuc) (ininiany ta npissuiue)




HETERO LABS LIMITED

BATCH CER’I‘IFICATE (UNIT-V) SEZ (UNIT-)
CEPTHMDIKAT CEPH Factory : S.No. 439, 440, 441 & 458,

TSHC-Formutation SEZ,
Palepally {V), Jadcherla (M)
Mahaboob Nagar (Dist) - 509301

Certificate No.: Page 1 0f6 |
SSFP2500187¢ 5 s
Ceprudirat No: > i " g.g__._. Cropinka L 16
. Manufacturing country: India
Product name: | MONTEGEN Aepikasa-BUPOBHHK: Tnais
Itassa npoaykuii: MOMEEFEH Destination country: Ukraine
__________ Kpaina npushadenna: ) Yipaiua

Pharmaceutical form: | Film coated tablets
Jlikapeska popmas | TadaeTicn, BRPUTI NAIBKOBOKW 060.101K010)
Strength/potency: | Each film coated tablet contains 10 mg montelukast (equivalent to montelukast sodium)
1 TabneTica, BIKPHTA MIIBKOBOIO 000I0HK010, MicTuTh 10 My monrTenykacty (y thopmi

Custa gii/axTHBHICTb: | MONTENIYKAcTY RATPIO0)
Type and size of | 10 tablets in a blister, 3 blisters in a box with Iabclliné on the Ukrainian language.
packaging: '

Bua i posmip
yrakonKi: | MOBOK.

o 10 Taéneror y 6nicrepi, no 3 Gaicrepn y Kopodii 3 MapRYBaHHAM YKPATHCLKOL0

Batch No.: | T . Batch Size: packs
: FD245790C ' 5000
Cepist Nu: 3790 E Po3mip cepii: g YHaKoBor
Mfg. Date: | 15 5004 . . Lxpiry l)me': 11.2027
Jara BupoOnnurea: | Juara 3axingcHun Tepminy npupaynoceti: |
istration Cevtificate: id : | Unlimited
) 'Reglst_)u'mon C et (ificate UA/17104/01/01 Va‘lunl upto: | U nI‘mn(c( )
Pecerpauifine nocBiadeHHs: Niitcue po: | Heobmexenii
Manufacturer name: | Hetero Labs Limited License No.: | N
AP/2009/F
Haiimenysauns Bupobinka: | Tevepo JIa63 Jlimiten Jlinensis Ne: SUVINIARA0UIBIR

Location: | Unit-V, Block V and V-A, TSIIC - Formulation SEZ, S. Nos 439, 440, 441 & 458, Polepally
Village, Jadcherla Mandal, Telangana State, 509301, India.

Micuesnaxomkerna: | FOuir-V, Baok V i V-A, TCIIC - ®opmyaeiiom CE3, C. NeNo 439, 440, 441 i 458, TMoaenani
Binck, Axanviepna Mannaa, Teaanrana Creitt, 509301, Innis,

CERTIFICATE OF GMP COMPLIANCE No.: | |
CEPTM®IKAT BIAMOBIIHOCTI YMOB . | Validity: ;
BUPOBHULITBA IKAPCHKIX 3ACOBIB BAMOraM | VZOIS/GMP oy o i | 04072027
HBII Ne: N !

Analysis procedure results
Pe3ynbTarn nposeaciiis aiadisy

Specification/
Sr. Test/ Jonycrumi meski . ) Result/
No FHoxcaznnk sikocTi Release/ Shelf-life e./ PesyantaTt
Ne 3/n ) Ha mepmin ’
1Tpu eunycky .
npudamuocni )
1.0 Description Beige, rounded, square-shaped, film-coated tablets | Beige, rounded, square-shaped. film-
(Visual inspeetion) | debossed with *1' on one side and *114” - on other | coated tablels debossed with 1" on one |
side. side and 114" - on other side.
Onne Besxes, ksagpatii tabneTku i3 3aokpyrncHumi | Bewesi,  kpaapatHi  TaGaetkn i
(sizyanbHuit KPAAMU, BKPNTI TAIBKOBOIO O00AOHKOIO, 3 HATIHCOM | 3A0KDYFAEHUMH KPASIM M, REPWT
KOHTPO/b) «I» 3 opnoro doky Ta « | 14» — 3 iinooro. NAIBKOBOIO ODOJIOHKOK), 3 HBNUCOM «in
3 0aH0r0 BOKY Ta « ] 14y — 3 inworo.

2.1 By HPLC The retention time of The retention time of the major peak in
(Ph.Eur.2.229 & the major peak in the the chromatogram of the sample
In-House) chromatogram  of  the solution corresponds to that in the

sample solution should chromatogram of the standard solution,
correspond to that in the as obtained in the Assay.
chromatogram  of the
standard  solution,  as

| obuined in the Assay. |

Corporate
7-2-A2, Industrial Estates, Sanath Nagar, {{yderabad-500 018. Telangana. india
T, +91 40 23704923 / 25
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HETERO LABS LIMITED

{UNIT-V} SEZ [UNIT-1)

Factory : 5.No. 439, 440, 441 & 458,
TSHC-Formulation SEZ,

Polepally (V), Jadcherta (M)
Mahaboob Nagar (Dist) - 509301

Certificate No.;

Page 2o0f6

Ceprudirar SEP25001878 Cropinku2 3 6
2.2 | Byuv The uv absorption The UV absorption spectrum of the
(Ph.Eur. 2225 & spectrum of the sample sample solution exhibits maxima only
In-House) solution  should  exhibit al the same wavelengths as that of the
maxima only at the same standard solution,
wavelengths as that of the
2.0 | Mpeurndukas R
2.1 |Meroa BEPX Hac yrpuMyRanns Hae yIPHUMYBAHHA OCHOBHOTO NiKa Ha
(E0222%& OCHOBHOTO Nika Ha Xpomarorpami BHIPOOOBY RAHOTO
In-House) XpoMaTorpami POBUMRY BIANOBIAAE HaCy YTPHMYHANHS
BHIPOGOBYBAHOTO PO3H HHY OCHOBHOTO Nika Ha XpomaTtorpami
NOBHHEH BIANOBIAATH Yacy CTAMAAPTHOTO PORIHAY, OTPUMAHMN Y
YTPHMYBAHHR OCHOBHOIO Bunpobysanni «Kinvkicne
1ika Ha Xxpomartorpami BH3HANCIHA®.
CTAHAAPTHOIO PO3UKHHY,
OTPUMALINX Y BUAPOCY BaHH]
«KinbKicHE BUZHAYEHHA . o —
2.2 | Meron Y Vd-crexTp norauianHs V®-cnekTp noranianHs
(E®2225& BHITPOOYBAROFO POUKHY BHIPOOYBAHOIG POSIMHY HOKAIVE
[n-House) NOBKMHEN NOKa3yBaTH MAKCHMYMH TINBKH NPH THX Ke
MAKCUMYMM THIBI TIPH THX BOBARHNAX XBWIb, WO § CNEKTP
KE RORKHHAN XBWh, 1UO | IOIMUHAHHS CTAHIAPTHOTO PO3UHHHY.
CMIEKTP MOTNHHAHHS
CTAHAAPTHOIO PO3UHHY.
3.0 | Average weight 205.00 mg + 4 %
(In-House) (196.80 mg —213.20 mg) 202.78 mg
Cepennsn maca 205,00 Mr:4 % 202,78 mr
(In-House) (196.80 M1~ 213,20 mr)
4.0 | Water content (By
KF) (Ph.Eur.2.5.12
Method A) Not morc than 5.0 % Not more than 3.5 % 3.4 %% (w/iw)
BmicT Boun (MeTon
K. ®iwmepa) E®
2.5.12, meron A) He Gianwe 5,0 % He Ginbwe 55 % | 3.4 % (niv)
5.0 | Uniformity of
dosage units
(Content
uniformity, By
HPLC)
(Ph.Eur.2.9.40, Acceptance value 51
2.2.29 & In-House) | Not more than 15.0 (L.1)
OnnopinuicTs
JOBOBANIX OHIILL
(meTon npamoro
BH3HAUECHHS, MCTOR
BEPX) (Ed 2.9.40, Mpuitmanshe uncno 5
2229 & In-House) He Oiblue 15,0 (L1 e
6.0 | Dissolution Not less than 80 % (Q) of the fabeled amount of
(By HPLC) Monltelukast (CssH3oCINO;S) is dissolved in 20 98 %%
(Ph.Eur. 2.9.3,2.2.29 | minutes. i
& In-House) i
Pozuinenns He menwe 80 % (Q) sin 3asBneHOro BMmicTy
(meTon BEPX) monreayracTa (Cis15.CINOSS) posuunsierbes 98 Ya
(E293,2.229& | nporsrom 20 xs.
in-House)
,Capp*r t et s R -

7-2-A2, Industrial Estates, Sana
T: +91 40 23704923 / 25
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HETERO LABS LIMITED

{UNIT-V) SEZ (UNIT-1)

Factory : S.No. 439, 440, 441 & 458,
TSHC-Formulation SEZ,

Polepally (v}, Jadcherla (M)
Mahaboob Nagar (Dist} - 509301

Certificate No e Page 3of6 !
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7.0 _|Related compounds (By HPLC) (E® 2.2.29 & In-House) »
7.1 Related
compound-04 Notmore than 0.2 % Notmore than 0.3 % | 0.06 % m/m
(Methy| styrene
impurity)

7.2 |Related
compound-05 Not more than 0.50 % Not more than 1.5% | 0.12 % m/m

(Sulfoxide impurity)

7.3 |Related
compound-06 Not more than 0.2 % Not more than (.25 % | Below LOQ (LOQ =0.0196% m/m)

(CIS isomer)

7.4 | Maximum single

unknown impurity Not more than 0.20 % Not more than 0.20 % | Not Detected
7.5 | Total impurities Not more than 1.5 % Nol more than 2.5 % 0.18 % m/m
7.0 | Cynponiani gomimcn (Mcton BEPX) (E 2.2.29 & In-House) 5 B
7.1 cynyTHs foMika- | He 6imawe 0,2 % He 6inviue 0,3 % 0,06 Y% m/M
04 (aomiwka
METHICTHPOI)
7.2 | cynyTHs nomika-
05 (nomiwka He 6invine 0,50 % He Ginbuie 1,5 % 0,12 % w/m
cynsokenn)
7.3 | cynytus pomiuxka- |
06 (uuc-isomep) He 6inblue 0,2 % He Ginbwe 0,25 % Hivxue MKB (MKB = 0,0196 % m/m)
7.4 | makcm. opumwuwa || T
neinentndikoBana | He Giasuie 0,20 % He 6innine 0,20 % He Busireto
AOMimka -
7.5 | cyma pomiwok He Ginbwe 1,5 % He Sinbwe 2,5 % 0,18 % ni/m

Assay (By HPLC) (Ph.Eur. 2.2.29 & In-House)

&0 Each film-coated tablet contains:

8.1 |Montelukast sodium
equivalent to

Montelukast
(Cs3H36CINO;S), Not less than 9.50 and Not more than 10.50 10.13
in mg

8.2 |(%)Labeled amount | Not less than 95.0 and Not more than 105.0 101.3

8.0 | Kinokicne Buanauenus (Meron BEPX) (Ed 2.2.29 & In-House)
KOKHA TRONCTRIL, BRPUTA INIBKOBOIO OBONOHKOIO. MICTHTE:

8.1 | Moutesyxacra
HATPIRA eKBIBANENTHO

MOUTENYKACTy

(Cs5H36CINO;8),

¥y MI He menuwe 9,50 w ve dinbuue 10,50 "

o o . 10,13
8.2 | % Bin3aaBiieHoro

BMiCTY He menwe 95,0 4 ne 6inswe 1035.0 1013

9.0 _| Microbiologjcal examination ("h.Eur, 2.6.12. 2.0, 13)
9.1 | Microbial enumeration tests.

9.1.1 |Total aerobic “Not more than 1000 Cm/}.}.’,, S : l_és's‘:wthan 10 ¢fu per:_i
microbial count
(TAMC)

Corporate

7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India
T: 491 40 23704923 / 25




HETERO LABS LIMITED

(UNIT-V) SEZ {UNIT-I)

Factory : S.INo. 439, 440, 441 & 458,
TSHC-Formulation SEZ,

Polepally (V), Jadcherla (M)
Mahaboob Nagar (Dist) - 509301

" Certificate No.: | ... " I Page 4 ol 6
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9.1.2 |Total combined yeast Not move than 100 cfu/g . “
and molds count Less than 10 ¢lu per g
(TYMC)
9.2 | Test for specified microorgiinisms:
9.2.1 | Escherichia coli Should be absent /g Absent ;
9.0 Mikpodionoriuna yncrora (Ed 2.6.12, 2,6.13) T !
9.1 Busyauenus uncaa MiKpoOprasismin: o
9.1.} |3aranbhe umcno
aepOOHHX
MIKpOOpranizMis ke Sinpwe 1000 KYO/r Menime 10 KYOQ/r
(TAMC)

9.1.2 | Zaransre uncno
APIKAKOBHX TA
micenesux rpubis He 6inbe 100 KYO/r Menwe 10 KYO/r
(TYMC)

9.2 BunpoGysanusa Ha oxpemi Bnan Mikpoopranismis:

[ %) N R - I — = ) ;

9.2.1 | Escherichia coli MaioTk Byru BincyThi B | BincyTHi

10.0 | Identification of colorant (In-House)

10.1 | Titanium dioxide A pale vellow colour to orange colour should A palc-;.
develop immediately,

10.2 |lron oxide A orange colour to red colour should develop which
does not disappear upon addition of dilute which does not disappear upon addition
hydrochloric acid of dilute hydrochloric acid

10.0 | lnewrndixauis dapsunkin (In-House)

10.1 | Turany giokcun 3abapracHHsg BiA CRITNO-KOBTOTO 10 3abapBacHHA Bill CBITAO-KOBTONO A0
MOMaPaHIEBOrO NOBHINIO NPOSBUTHCH HEralilo, NOMAPAHUCBOTO IPONBARETLCS
Heraiino,
10.2 | Okcua zaniza Po3ByBaeTLCH KOMpP B OPaHKEBOro N0 Po3BHBACTLCA KOIMIP BIA OPAHKEROTD
UCPBOROTO, SKMH HE 3HMKAC NPH A0AABAHH] RO MEPBOHOTO, KK HE 31IKAC NpK
CONSHOT KUCAOTH POIRETEHOT. NOAZBAHH COATHOT KHCHOTH
po3BEUCHO).
Coding Should correspond to the requirements of MQC. Comphes
Mapkypanus TMosurHo BiAnosiaath BuMoraM MK, Biguorinae
Packaging Should correspond to the requirements of MQC, Complies
MNaxypanns TMosunuo ninnosigati sumoram MK:1 Bianoviuac B
Corporate
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HETERO LABS LIMITED

{UNIT-V} SEZ (UNIT-1)

Factory : 5.No. 439, 440, 441 & 458,
TSIC-Formulation SEZ,

Polepally (V), Jadcherla (M)

Mahaboob Nagar {Dist} - 509301
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Certificate No.

Ceprugrivar .N“‘_»; SSFF?'.’HSO‘U 1878 o j

1 hereby certify that the above information is cuthentic and accurate. This batch of product has been
manufuctured, including packaging/labeling and quality control at the above mentioned site in full compliance
with the requirements specified in the current GMP guidelines approved by the Minisny of Health of Ukraine
and with the requirements of the regisiration dossier of the destination country. The batch processing,
packaging and enalysis records were reviewed and found 1o be in compliance with GMP.

Luwm 5 2aceiouyio, wjo nasedena quuye inghopaiayis € docmosipnon ma mounon. Lo cepin npovryii Gyao
GUPOBACHO (BKAIOHCIONL NAKYCUNHA/MADKYGUNNA) It RONMPONL 1T SKOCH na Guiesasnaueniii supodniii
Oirviangi nposedeno y nosuili Gidnosionocmi 3 GuMozaMy, 3asnavenuyy ¢ aunniti wacmanosi 3 GMP,
sameepoaiceniii Mivicmepemeom oxoponu 300pos’s Yxpainu, |3 ¢uatozamu pecempuyiiinneo ducse kpain
npusnauenns,  IIpomoronu supodnuymea, RAKYGUNNS MA  GHANIBIE Y0 HEPe2AsHVING Ma  GCmaNOGACHO
sionogionicmy GMP.

Name | GAJANAN DASHARATH WARE

AGM, Quality Assurance

FAIDKAHAH JALWJAPAT BAPE

ACHICTEHT TOAOBHOTO MEREKEP, 3a0e3ncucHis
SIKOCTI

Position of person authorising the batch release
Tlpisgiue
Tlocana ocofiu, sica BHAANA J03BiM HA BUOYCK cepii

Signature of person authorising the batch release

N . ; - S '
Hignne ocoGy, sika BUKANA R03BIN HA BURYCK cepii mwwgf,\(m

Date of signature
JaTa nignncanns

S~ TOT

Corporate
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