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JEPXJIIKCIIYXEBA
AEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOFBIB TA KOHTPOJIIO
3A HAPKOTHKAMM Y XAPKIBCBKII OBJACTI

By:1. ['pomanaucexa, 25, M. Xapkis, 61057, Ten/daxc (057) 731 50 68,
e-mail: dls kh@dls.gov.ua, https://www.dls.gov.ua, Ko €JIPTIOY 36985153

BHCHOBOK
NPo AKICTh BBE3EHOro B YKpaiHy JiikapchbKoro 3acoby

30.03.2021 Ne 16054/21/2011

JAMIEPM

(nafiMenyBaHka aikapcskoro 3acofy 3riaHO 3 peecTpauifiuuM NOCBIAMEHHSM)
kpem, 10 mr/r no 15 r y Ty6i; no 1 Ty6i B kapronnilt xopo6ui
(¢opma sumycKy, 103yBAHHSA, B NAKYBAHHS JIKAPCHLKOro 3acoby)

Homep peectpauiitroro nocsizuenss UA/1679/01/01 crpox aii peectpaniiinoro mocsimienns 29,12.2020 (ctpok
Aii peecTpauifHOro NOCBi A4eHRs NoAoBx eHO A0 01.01,2099)

Cepin nixapeskoro saco6y e FCW1IB1 Kinpkicts BBE3€HOrO sTikapchkoro 3acoby 15000 yir.

Bupo6uuK Innoko Pemenic Jlimiten, Inpis
(HafiMenyBanHs BHPOGHMKa NiKapCHROTO 3acoly, KpaiHa moXoTkeHHs)

BgeseHo B Ykpaiiy Tosapucrso 3 0dmexkeHolo BianorinansHicTIo "Konapxk InTemmen",

ineHT. koa: 25182226
(uaﬁmcnynauﬂa Ta ko 3a CZAPTIOY 1opunmunol ocobu abo npissuue, iM's, no GaTskori dizHuHOT

0coby - NiANpHCMUS, il Miclle NPoXUBaHHA Ta peecrpaumumi HoMep 0GJ1ikOBOT KADTKH NIATHHKA
- noxarkis abo cepid Ta HoMep macnopra)

Hporoxon sisyannnore konrpomo sin 30.03.2021 Ne 358/0/01.21-21/1.

32 pesynbTaTaMH [EpKABHOTO KOHTPONK BCTAHOBJIEHO, UIG AiKapchbkuit  3aci® BBeeHo B Vkpaimy 3
AOTPUMAHHAM BHMOT 32KOHOIABCTBA LIONO 3a0e3NCYEHHA AKOCTi MiKapPChKHX 3ac00iB.

3acTymHHK Haqaﬂmmca cnymﬁn T // Tlonopoxsua JI.M.
(mocanosa ocofa oprraHy J'lbp}l(aBl-IOI‘O xon'rpumo) . iariuc) (imimiany Ta npiseuine)
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CERTIFICATE OF QUALITY li ¢
CEPTHO®IKAT SIKOCTI ;
Certificate No.: Page 1 of 4
; Ceprudixar Na: EEG-R01128 Cropiuka 134 e
Product name: | LAMIDERM Manufacturing country: | India ot
Hassa npoayxnii: | JAMIIEPM Kpataa-sapobuux: | Innig ki
Streagth/potency: | 1 g cream contains Terbinafine hydrochloride 10 mg apbls
Cuna pii/akTasaicts: | 1 r xpemy MictaTe TepSinadiny rinpoxsiopaay 10 mr T
Pharmaceutical form: | cream, 10 mg/g '
Jlicapeska dopma: | xpem, 10 mr/r
Type and size of | 15 g in tube; 1 tube in a cardboard box with Ukrainian and English languages
packaging: | labelling
Buj i poamip | mo 15 ry 1y6i; no 1 TyGi B xapronniit xopo6ui 3 MapxysammEsM YKpaiHCLKOIO Ta
YRAKOBKH: | auraiichLKoio MOBIMHE
Batch No.: Baich Size: packs
Cepin Ne: REWIn Paoamip cepli: 33333 YOAKOBOK
Mifg. Date: Expiry Date:
Jlara supobHBnYBA; e Jlata 3axingenns TepMiny npRasTHoCTI: V2022
Registration Certificate: Valid ap to: R
Peccrpaniiine mocsinuenna: | UA/1679/01/01 Hikcre no: 29.12.2020 Y|
Manufacturer name: | Indoco Remedies Limited License No.: 318 b |
Haiimenysauns supobanxa: | Innoxo Pemenic JlimiTen Jlimenaia Ne: Bz
Location: | L-14, Verna Indusirial Area, Verna, Goa IN403 722, India s
Micaesuaxomxenns: | JI-14, Bepra Inpacrpiax Epia, Bepna, I'oa IH-403 722, Iunis
Certificate of GMP compliance No.: dated:
Ceprudikar sianosimnocri pumoram HBIT Na: MOSARIHCNE BiA: 26.82.3019
Analysis procedure results /
PeiyasTaTh DpoBeAcHHE AHATIZY
Sr. QUALITY METHODS
N. PARAMETER/ SPECIFICATION/ CONTROL/ RESULTS/
Nenn/ INOKA3ZHHKH BAMOTI'H MKA METO/H PE3IVIIBTATH
L MEDCH KOHTPOJIO| -
1. | Description A white or nearly white colour cream. p.1, visually A white colour s
cream. o
Onuc Kpeum Ginoro aGo malbxe inoro konsopy. | n.1, BiayansHo Kpewm Ginoro
. KOIbOPY.
2. | Homogeneity Should corresponds to the requirements of | p.2, visually Compli
the tests, pries
OxuopiasicTs TloBuHHA BIAMOBIAATH BHMOraM 1.2, BISyansHo Bisiiiiias
BHTIPOOYBaHD.
{3 TpH 6.0t0 7.5 p.3,BP, £
(5 % weight/volume of water solution) Appendix VL :
pH Bix 6,0 no 7,5 n.3, BP, 6.4
(5 % maca/of’em BORHHIE POIYHH) Appendix VL ’
4, | Average weight p4
of contents of a tube .
-for10¢g The average net weight of 10 tubes must Complies

be not less than 10.0 g

v
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INDOCO REMEDIES LTD.

Certificate No.: Page 2 of 4
Ceprudivar Na: EFG-0011/20 Cropinxa2 34
-forl5¢g The average net weight of 10 tubes must
‘ be not less than 15.0 g.
Cepenna Maca BMicTy nd
Tyon
~-ana 10 r Cepennsa maca smicry 10 MOBHHHA . .
6y1l"ue He MeHie 10?(?;‘. R Bianosinae
-ana 1Sr Cepenns maca smicty 10 Ty6 nosuuHA
6yTH He MeHme 15,0 r.

5. | Minimum weight of The weight of the contents is not less than | p.5 Comvli
contents of a tube 90 % of the labelled amount. i
Minimansna maca Maca Bmicty He Menine 90 % sin ns Sinroaine
BMicTY TYOH 3aARNEHOI KiINbXKOCTI. '

6. | Identification The retention time of the Terbinafine peak | p.6.1., HPLC,

6.1. Terbinafine in the chromatogram of the Sample BP, Appendix

Hydrochloride solution should corresponds to that of the | TIID Compli

* Terbinafine peak in the chromatogram of omplies

the Standard solution as obtained in the
Assay of Terbinafine Hydrochloride.

6.2. Benzyl Alcohol The retention time of the Benzyl Aleohol | p.6.2, HPLC,
peak in the chromatogram of the Sample | BP, Appendix
solution should corresponds to that of the | IIID Combli
Benzyl Alcohol peak in the chromatogram omplies
of the Standard solution as obtained in the
Assay of Benzyl Alcohol.

Inenrudikania Yac yrpumManHs niky TepGinadiHy Ha n6.1., BEPX,

6.1. TepGinadiny XpoMaTorpami Aocni/Kysanoro posunsy | BP, Appendix

FiIpOXJIopHI NOBHHEH criBnanaty 3 nikoM Tephinadiny | IIID -
Ha XpoMaTOrpami CTAHAPTHOTO PO3YHHY,
OTPMMAHHX B XOfj KiNbKiCHOrO
pusHayeHHS Tepbivadiny rigpoxnopuay.

6.2. Benznaoenit cnupr | Yac yrpumanHs iy Genzunosoro crupty | m.6.2, BEPX, P
Ha XpoMaTorpaMi JOCI/KYBaHOrO BP, Appendix
pO34MHY MOBMHEH CIIBNANATH 3 ITiKOM D
GeH3UNOBOTO CIMPTY HA XPOMATOrpaMi Bignosinae
CTAHAAPTHOrO POIUHHY, OTPHMAHUX B XOZi
KinbKiCHOro BH3HAYeHHS GEH3UROBOrO
CITHPTY.

7. | Related substances: Release Shelf-life p-7, HPLC ‘
- Impurity B Not more 0.3 % | Not more 0.5 % (EP 2.2.29). Below disregard limit;
- ladividual impurity Not more 0.5 % | Not more 0.5 % : Below disregard limit
- Total impurities Not more 0.5 % Not more 1.0 % Below disregard limit
CynyThi gomMimkn: ITpu eunycky Ipomszom mepminy | 0.7, BEPX

; npudamuocmi (EP 2.2.29).
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INDOCO REMEDIES LTD

Certificate No.: Page 3 of 4
Ceprudikar Ne: EFG-001120 Cropinka 3 14
- lomimxa B He 6inswue 0,3 % | He Ginsime 0,5 % Hixue mexi
BHABJICHHA
- Inagpixyansna He Gineswe 0,5 % | He 6ins1ue 0,5 % Hinxue Mexci
AomMimka BURABNCHHA
- Cyma pomimox He Gineie 0,5 % | He 6ineme 1,0 % Hriokue mexi
BUABJICHHA
8. | Assay Release Shelf-life p.8.1., HPLC,
8.1. Terbinafine 9.0to 11.0mgof | 9.0to 11.0 mgof BP, Appendix
Hydrochloride Terbinafine Terbinafine i 10.5
Hydrochloride (90 | Hydrochloride (90 % (104 9“35)
%-110% of the | - 110 % of the o
labelled amount). | labelled amount).
8.2. Benzyl Alcohol BL0to 120 mgof | 8.0to0 12.0 mgof p.8.2., HPLC
Benzyl Alcchol Benzyl Alcohol (80 | BP, Appendix 92 m
(80%-120%of | %- 120 % of the HID 933 ,,f)
. the labelled labelled amount). =
amount),
KinckicHe su3nagenns Ipu eunycxy Hpomrzom mepminy | n.8.1., BEPX,
8.1. Tepbinadiny npudamnocmi BP, Appendix
riapoxsiopaa Bi19,00011,0mr | Bin9,0m011,0mr | HID
tepGinadiny tepbinadiny 10,5 mr
riapoxnoprmy (90 | rinpoxnopuny (90 % - (104,9 %)
%-110% sin 110 % sin 3aspnenol
3assaeHOl KinskocTi).
KUTBKOCTI).
8.2, Benansionnii compt | Bia 8,0 70 12,0 Mr | 8in 8,0 2o 12,0 mr n.8.2,, BEPX
GeH3NIOBOTO 6enaunosoro cnupty | BP, Appendix
cnupty (80 % - {30 % - 120 % Bixg D 92 Mr
120 % Big 3agBIeHOT (92,3 %)
3asBJIEHOL KUNBKOCTI).
Kinskocri). y
9. | Microbiological Quality: p-7, EP,
- TAMC <102 CFU/g 2.6.12,2.6.13, Complies
-TYMC <10' CFU/g 5.14. Complies
- Pseudomonas aeruginosa| Absence in 1 g. Complies
- Staphylococcus aureus | Absencein 1 g. Complies
MixkpoSionoriaua n.7, EP,
qHCTOTAL 2.6.12,2.6.13,
-TAMC . < 102 KYQIr 5.14. Bionoeinae
-TYMC <10' KYOfr Bianosinae
- Pseudomonas aeruginosa| Bigcymicten I 1, Bianosigac
- Staphylococcus aureus Bigcyrhicts B | r. Bianosigae
Labelling Should correspond to the requirements of MQC. Complies
MapkyBasag™ Tosunue sianosinaru suMorad MKJSI. Binnosizae
Packaging Should correspond to the requirements of MQC. Complies
Tlakypauus Binnosinae
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INDOCO REMEDIES LTD.
Certificate No.: Page 4 of 4
Cepradikar Ne: EFG-001120 Cropinka 43 4

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full compliance
with the GMP requirements of the local Regulatory Authority and with the specification available in registration
dossier. The baich processing, packaging and analysis records were reviewed and found to be in compliance with

GMP.

L{us 2 3aceiouyro, ujo nasedena suwe inghopmayia € docmoeipnoto ma mownowo. Lo cepiro npodykuit byno
supolneno (8KKTH08arONK naxyuanux/mapnymm) ma Korumpons It AKocmi KA suMiEIAIRARCHI eUPOGIIUIl
dinsruni nposedeno y nosniii sionoaidnocmi 3 sumozam GMP, scmanoenenumu Micyesum pezyIRmoprum
0p2aHOM, @ MAKOdH 8i0N06idH0 00 cneyudikand, uio micmamsca ¢ peccmpanianomy docsc. Ilpomoxonu

supoGHUYMET, NAKYSANHA ma ananizie Gyne nepeznRuymo ma ecmanoeneno sionosionicnms GMP.

Name | Mabesh Adlinge
Position of person authorising the batch release | Dy. Manager QC
Mpizsame | Maxem Aamins
Hocana ocoﬁu, #Ka BAAAJNA N03BiX Ha BEnyck cepil | Jam. mazansunkxa KH

Signature of person authorising the batch release MJ_ Ars.
Iianuc ocobn, AKa BAAANA O3B HA BRIYCK Cepii

Date of signature

Jara ninnEcAEEN 30/10/2020
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