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CEPTHQIKAT AHANIZY
i Name of Product Seltavir 2 Manufacturer India
(Oseltamivir phosphate is BAFPS Country
equivalent to Oseltamivir 24000613
75 mg)
Haistenypanun Cennasip Date: Hepapa-supoGums inain
npoayxnit (Ozenpraminipy Gocdary 17/62/2024
EKBIBAGCHTHO o3enbTamisipy | Hara:
75 mp) 17.02,2024
3 Registration Certificate 4 Strength/potency of 75 mg
No ‘ the medicinal product
Hosep pecerpauitinors UA/L7704/01/03 Cuna pit/ avrusaicrs | 75 mr
nmocsigtenn JURAPEHEOTG 38c00y
3 Bosage Form 78 wig hard capsules 6 Pack Size No.10 (1x10) in biister,
in extrton box
Hirkapesra dopaa, Kancysnu veepai no 75 sr Pozmip i tan Ne 10 (1x10) y 6aicrepi,
YHAKOBKH, B KAPTCHHIT ynakosui
7 Bateh No 8 Date of
BOI92402A Manufacturing 01/2024
[Toxep cepii Jara pupoGnuurea
Bateh Size Tablets 700 000 (7¢ 000 packs) 9 Daie of Expiry
Posstip cepii, Tabaerox 760 000 (70 000 FIHKUBOK) Hara saxinaenun 12/2028
TepMiny npuaaTHoCTI
L& | Name, address and license numbers of Mfg unit Macleods Pharmaccuticals Limited
Village Thedn, Post Office Lodhimajra, Tehsil Baddi,
Bistrict. Solan, Himachal Pradesh, 174101, India
MNB /07/594, MB /07/593.
Haiimenynanng, Mictesnax ogmenng T8 BOMeDH Juewsiii peix ginsror Macneone Dapmacsiorikane dimiren
B0 BipoGHHITRY | KORTPOMID MR0CT Binemxw Txean, [1O Jlopximaiipa, Texcin Banai, Jrerprit
Conan, Xirtavan Mpaneus, 174101, Ingia
MNB /07/594, MB 107/593,
It | GMP Certificates No / Date 007/2023/GMP_ Valid tifl 12.08,20243
Ceprudiiar vignosinuoeri GMP gng peix AVIAHGKR 10 BHpobIILTEY | 007/2023/1GMP  Cpox aciteronn 12.08.2024
RONTPoMG fIk0CTi aba (npn HASIBHOCTI) HoMepa nociiais » Gasi aAMIX
Eudra GMP
i2 | Result of Analysis/ PesyawraTn ApOBeACH s ARATIY.,
Sr. Tests Specifications Results
No. | IMokasnuxu Crenudiranis Peaynurarsy
Ne
1t/n
1 Deseription Light yellow cap and grey body size ‘2° hard Light yellow cap and grey body size 2° hard gelatin
gelatin capsule containing white to off white capsule cantaining white granules with “75 mg” on
granules with “75 mg” on cap and “M 557 on body | eap and “M 857 on body imprinted with blue ink.
imprinted with blue ink.
Onue Toepai wenaTinosi Kancysn N 2 3 epHweyrolo Toepai wenatunosi gancyqan Ne 2 3 wpnmevkor
CBiTAO —~ moBTOTO KOALOpY Ta kepnycom ciporo | esitio — woeroro KOALOPY TR KOpEmycom ciporo
ROJRODY, 3 MAPKYBAHINM Canin Koabopos  *75 | koanopy, 3 MAPKYBERHAM ¢HIIIM KoIbopom  “75
mg” ua wpHirewwi Ta “M 55" ya kopayel, wo | mg” na epmoeun ta M 55" ua wopnyci, mo
MICTATH rpanynn sia Gisoro o maliske Gizoro | aiersr, rpanyim Ginore konsopy.
KO.TLORY.
2 Identification The retention time of the Oseltamivir peak in the | The retention time of the Oseltamivir peak in the
By HPLC chromatogram of the sample preparation shoufd chromatogram of the sample preparation s
correspond to that of the Qseltamivir peak in the | correspond to that of the Oseltamivir peak in the
chrematogran of the standard preparation as | chromatogram of the standard preparation as
oblained in the test "Assay'. eblained in \ .
Liewrinrircania Yac  yrpumanms  nika ozeabFaMisipy  wa | Bignoping
Xpomavorpasiax  BHApoGOBYBAHOTO po3vuHyY Ta
polunuy nopissannos, OTPUMAHNX RpH )
KiNLKICHOMY BHIHAUCH I, A1AC CNiBnaaaTH, }
MACLEODS Regil, Office : Phone :91-22-6676-2800
PHARMACEUTICALS Atlania Arcade, Church Road, Fax  :9122292565%9 2 & ¢ Ihgda, P.O. Lodhimajra
LIMITED Near Leela Hotel, AndheriKurta Road, Enail : eustomercare@macleods MG “Bddi, Distt. Solan

FF174101, Indin,
Phone: 01795-236137,38




MACLEOCDD
SHHTTETTTHRITIT

3 Average Weight
(mg)

165.0 mg & 5.0 %

166,73 mg

Cepenun maca 165,80 »ir £ 5,0 % 166,73 mr
BMICTY KANCYSH
4 Dissolution Not less than 86 % (Q) of the tabeled amount of i) 95 23 93 3) 99
Oscltamivir phosphate in 15 min 4) 98 5) 160 6) 101
Pozunuenus He serture 80 % (Q) sin sanpaenol kinn-roeri 1) 95 2) 93 3 99
mieapTastinipy docpaty 3a 15 xswann 4) 98 5 100 &) 101

CAHBNIL

5 Uniformity of Acceptance value (AV) < 15,0 % 1) 106.8 2y 103.8 3) 1008 4} 100.7
dosage units 5) 101.2 ¢6) 101.8 ") 99.7 8) 972
9) 100.2 1) 101.9
Min 97.2 Max : 103.8
Mean : 100.9 AV:41%
Oanopinnicrs Hpuiisansue wueno (AY) < 15,0% 1) 100,8 2) 1038 3) 100,8 4) 1007
NU30BAMKHX 5) 1019 6) LOL8 ) 99,7 &) 97,2

9} 100,2 107 101,9
Min 2 97,2
Cepeanc ; 100,9

Marc ; 103,8
AV 4,1 %

0 Organic impurities

At releqse:

Impurity A — not ;more than 1,0 %

Impurity B —not more than 0.2 %

Impurity C - net more than 0.3 %

Individual unidentified impurity —not more than 0.2 %
Total unidentified impuritics - not mere than 0.5 %
Total impurities- not more than 2.0 %

During the shelf life:

Impurity A —not more than 2,0 %

Impurity B — not more than 0.3 %

Impurity C—not more than 0.5 %

Individual unidentificd impurity —not more than 0.2 %
Totat unidentified impurities — not mare than 0.5 %o
Total impurities— not more than 3.0 %

Below limit of quanditation
Below limit of quantitation
Below limit of quantitation
0.07 %
0.09 %
0.09 %

Cyaponigut
JEEYH TR

Ha ymoxenm aun Yery:

Jombmea A — e Sinpue 1,0 %

Hominika B ~ne Ginbioe 0,2 %

Homittiea C - e Gistpiue 0,3 %

Byan ~ sixo¥ ueizenruhicosanol pomimg —
ne Bistswe ,2%

Cyma neinenrapikosamx gomimor —

ne Sinsure §,5 %

Cyma nomimox — ue Sinsue 2,0 %

Tlponazon mepainy # prdamuocnti:

Homiwa A — we Gisnire 2,0 %

Jominnea B — se 6ianue 0,3 %

Jomimxa € — e Ginpiue 0.5%

Byak — axol nelaenridicoranof goarinna —
ne 6ianme 6,2% :

Cyma neigenrradionans gonimor —

He Ginuoe 0,5 %

Cysin nomimer — ne Ginbire 3,0%

Thesue seTanonmenol aexi
Huseie seranonnenol mead
Hikae seranonnenof sewi

0407 %

0,09 %
0,09 %

7 Assay

At refease:

From 71.25mg to 78.75 mg of Oscltamivir per
capsule (95.0 % - 105.0 % of iabel claim),

Dutring the shelf life;

From 67.50 mg to 82.50 mg of of Oscltamivir
per capsule (20.0 % - 110.0 % of label claim).

75.67 mg
100.9 %

Kinnkicue
BHIHANEHHY

Ha soyenm sunyery:
Bin 71,25 sr o 78,75 mr o3eanTamieipy B kaneys
(95,0 % - 105,0 % Bin 3aspnenoy Kihrocri).

Hipomazomn smepsiny npndantocni:

Biyg 67,50 mr ao 82,50 ar oseALTAMIBIpY B Rancyai

T3,67 v
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[ (90,0 % - 110,6 % in 3ansrenor KiILROCT),

Additional Test

R

(TAMC)} — ue 6innine 107 K¥YO/r;

3aranene aneao APIAEROBX TA MiTiceneDNX
rpubin (TYMC) — e Sianme 102 K¥Q/r,

He nonycraernes Escherichi cofi s 11 upenapary,

|

1 Identification The UY absorption spectra of sample and standard | The UV absorption spectra of sample and standard
by UV) preparation should be concordant. preparation concordant,
Lacirrndiranin Y — enererp BUnpobysaltoro posuuny smac Bianoninac

BinnosisaTo Y& — COCRTDY POIULLLY DOPIR sEsTH HyL

2 Water At release;

Not more than 5.0 % 22%
During the shelf fife:
Not more than 7.0 %

Boxa Ha stomenm eun Verw
He Ginbwe 5,0 % 2,2%
{Ipomazon riepainy npadamiocoi:
He Ginpme 7,0%

3 Residual Solvent Isopropyl alechol — not more than 5000 ppm 1588 ppm
3anvuncopi Crupr Bonponinosnii - ne Ginpure 5000ppm 1588 ppm
POIUIHITHKR

q Microbigl In drugis allowed;

Enumeration test Total aerobic microbial count (TAMCQC)

and test for —nof more than 10° (CFU/g); Not applieable

specified Total combined molds and yeast (TYMQ)

Microorganisms * —not more than 102 (CFU/g), Not applicabie
Not allowed Escherichia colf in 1 gofdrug, Not applicable

Muwpobioaoria ¥ npenapari AQHYCKAETHLEA!

ua qHeTeTa ¥ 3aranniie stucao aePoBHIX MiKpOopTanizmin

He sacroconyernen

He saetoconycrnen

Ile sacrocosyeThen

13 | Comments (if any) Micro test will be performed on first three production batehes and then every tenth batehes with at least
one bateh tested annually,

Komerrrapi (upn Mikporeer Gyne HPOBOAMTIICH HA NEPUIMX TPROX BHpoGHIPIHY HADTIAX, a4 NOTiM 13 KOKATH 10cH FilE

HanRBuOCT), NAPTI, 1pw LMy wenatisenme OlfHa TAPTIA TECTYRATHMETh e mopitiro,

14 Application for "F hereby certify that the shove information is true and accurate. This series of products have been

Certification produced (including packaging / labeling) and conducted quality control on the above mentioned stations
in full compliance with the requirements of GMP, set by the local reguiatory authority, and in accordance
with the specifications contained in the registration dossier or trade license of the counfry of the
manufacturer or importing country if the products imported or file specifications in preparation for the
Investigational product. Minutes of irroduction, packaging and testing were reviewed and the
carrespondence GNP, ‘

Banna npo cepragivaio, | «lfum 5 nigrBepRYI0, 110 Haseacha suie indopyauin ¢ Mocrosipusio | rouncio. Lio cepivo apoaywuii
Gyno wupodacio (srnovaean Yoaronky / saprysanus) i TPOREALHO RONTROAL W uxocT] ua nnue
sazuaneniit Ainsnini B noRnilk rianenitnoeri 3 siestorasin GMP, seranonaeunmu miciennm PETYAATOPHIN
OPravon, a TakeK y sitnosigmoceti i CRCHHikAwIANN, WMo MicTaThed B peectpaniiinosy pocne ado i
peceTpanifinoay nocsiguenn] Kpaiun-ripobunka ado Kpailis-isnoprepa, skioe upogyknis iMnoprosana,
UHoB A0che cneuMdiikaniii un Openapat anst mocaigwynadore Aikapenroro sacofy. ITpetowonn
BREPOGHILTBA, yoaKkon i Ta ausnizin Gysro HEPErJIsIyTO | BCTRHOBJICNO BiARGRIAIICTI, Buntoram GMP ».

IS | Name and position / title of the person issuing the permit issuc series /
Ipissiine Ta nocana /3DaBHA BHAAD A0IBiN HA BHNYCK cepil,
Prepared by/ IigreTonneno Checked by/ Heperipero Approved by/ 3arsepnerto
Revigwer Manager QC Manager QA
Sanjeevy Anant Kumar Rakesh Rana Rudresh Kumar
o Date/llata 17/02/2024 15:32 Date/laTa 17/02/2024 15:38 Date/flaTa 17/02/2024 [5.45 j

This is electronically generated report, hence signature is not required.

Ceprudiicar srencponano ABTOMATHUNO TA nEAIe Ve noTpibumii,
MACLEODS Regd. Office : Phone : 91-22-6676-2800,-
PHARMACEUTICALS Aflanta Areade, Church Road, CFax 9122292568 A, P.O. Lodhimajm
LIMITED Near Leela Hotel, Andheri-Kura Road, Email ; cusiomercandimicl , Distt, Salan

Andheri (East), Mumbai<00 059, india.  Website: wivwanaeloiklspharma
+ U24239MHI989PLCOS?2
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