


| Pruduct Name; |

TULIP LAB PVT, LTD.
~ TY/UITJIAG RIBT. mp,.

AD2; A-wlg& Oberol Gardun Estate ch-ndiwall, Anﬂherl East), mumbal 40' 07Z;
RABIGEM 20

Npenapar:: PAE__IQH(EM 20 AR, Na: AF?!ZZ-ZBIWQ?
Country of origin: India: | |
Kpalha enpoSumx: Inpin .
- uumormm valid till 06 03.2023
Registration certificate Na: UA{lﬁEﬂ?fleﬂl, p,lI Ao 06.#3 2023
Homep punpaulﬁunm noceiguexin;

Active suhstamas

1 tablet mntalm rabepmola sodium 20 mg

.qinu-ll PEUDBNHMS T pabenpiasoay mplm 20 mr
Dnsa:e form: Enfarlttnatld tablets, 20 mg
Nikapcura dopma: } | TaGneTRY, RRPHTE KNILKOBOPOINHHHOG 060n0KK0I0, N 20 M
$ize and type of packaging: 10 tablets in a strip, 1 stripin a cardboard box marked In Ukrainlan
POIMID Ta THN NaKyBaHHR! No 10 rabrerox Y cTpH ni; 1o 1 Ypuny B Keproawli ynawosul 3 nuapma HHAM YRPaTleLKOI0 MOBOK)
Batch Na: TI.AOJ.E
CeplaNe:. . —
Batch size ; 1mn;packm'k{gmxum
Posmip cepll:
Date of manufacture: 07/2022
Aata supobiLTea:.
Exgiration date: 06/2024
Aata sauiKuEHHA CTPOKY NPHARTHOCT:
- NE T - Pmnwamm'—_'—'__ o
— Analysis results L — |
- NoxasHmk Bumorn cmqudﬂuaql’i Pesynntaru icnury
Indicator . N Requirements Resuilts
1. Description Pink coloured round biconvex enteric-coated tablets, plaln on both sides, | -
I Onuc POWEBOra KOARGDY, Kpyrat aBoonyKAl YaBneTiH, BRPMTI KKLIKOBOPOSUMHHOK Compiies
! | ofoAoHKOI0, Fragxi 3 obox Goxls. slanosiaae
2. Identtfication Retentlon time of the prlncipal peak of rabaprazole sodium in the chmmatogfam
rabeprazole sodium obtalried with the test solution corresponds to the peak in the chromatogram
- ipewmndiiayin paSenpasony warpiio lobtalned with standard solution. Compites,
THae wpumnun ocrorwaro niky sa xpomarorpaml WHNPOGYSaKora Posiniy. slanonigag
NABMMEH BIANOBIARTH Yacy YIPHMaHHN nlky marpho paﬁanpaaow Ha
[ XpOMETOrpaml CIEHAEPTHOO POIUNHY, o
3, A\mmga welght of tablet 149,85 mg to 174,15 mg " 167.05 mg.
b Cepeann maca Tabneri {Bla 1 149,85 mr A017815mr 167,05 mr
4, Uniformity welght N Not ) mdre than 26utof 20 ttl:!au, of the lndividual mlghts deviates from the |
| Oavopopsiicib macu observad avarage weight by more than the + 7.5% and none davlatu by mnm than
i | 1 15% of observed average weight. Complles
Mpw ’ingunlmmmnm seamynanit 20 TabnieroK Hi Glnbwe 2-x 3 HHX MOXYTL MaTh sianosi ,qa‘é_‘
pigxnnenHn sl capesHbol Mick Glnbiu nbi Ha 17,5%, [ iogHa ¥ Hrx Ha HOBHANS
| marigigxmaeHust sig copaginoT macw, Sinbi Hbk H& £15%. |
5. Disintegration thme " |vablets should not dlsintqra_tn no.1M hydroci-llurlc acid within2 hours and
PosnagiicTs shoiild disintegrite In phosphate buffer pH within 60 minutes 13 Min and 56 seconds
firynio He nosuuHI posnagariea 8 0,1 M HCl npovarom 2 rosuK | posmagaiucay 13 xsnnmH Ta 56 cexryra
| | Mﬁmy Bydepi pH ripotarom 60 xe. _

6. Dissolution A inD. 1 M HCL: not more than 10,0% in 2 hours | 1.68% |
rabeprazole sodium . A, 8 0,1 M HCL: ne Slnvwe 10% npomrom 2rop8. - M
 Posusnennn B.In Phosphate hiuffer pH 7.4: not less than 75% (Q) in 45 minutes |
Iwﬁﬂmﬂﬂ? HaTPID  IB.Y quaa-mnmv Sydepl pH ?,4. woHalmene 75% {Ql rrpumrum 45 xm, 100,921

7. Uniformity of dosage unit AVS 15,0% o
OaHopiakMIcTy AosOBANKX 0ANMNMLL 6,12
8. Releated substance tHimpurity A not m&lre than 1.0% " Not detected
Cynyrul gomlusos HAomiwka A — He Slrvwe 1,0% HE BUABRENO
Impurity B not more than 1.0% Not detected
Aowmidika B— we Slibwe 1,0% M@ BMABNICHO
Impurity C not more than 0,5% - Not detected
|Aombiuka C - He Glavwe 0,5% B! He BnABAeHO
1Any uitidentifled ]mpurlty not more tERE G0 b Not detected
EYMI HeineHridikonana aomiwum AR ] ’ 3 HE SUABNSHD
Tota! impurities; Not more than 2.0% 1L T, @ Not detected
Cym nomlmuu = W Binbwe 2,0% .. ... HE BHABACHO




19. Quantitative determination
|rabeprazole sodium
“{REnuxicHe BHaHaUSHNA
rabenpazony narpiro

19.0.mg o 21.0 mg {95 % t0 105 % of nominal ariont)
Storage life

18.0mgto 22.0 mg (90 % to 110 %

of nominal érount)
fIpu sunycxy:

20.25 mgj/tab
101.25%

19,0+ 21,0 mr {95% - 105% :sla nomisansiiol wiapxocri)
Ha tapmin npwAaTHOCT:

18,0+22,0 mr{90% - 110% uig HomIMasibiol NIk
Isopropyt alcahol not more than 5000 ppm
\senponincewii crmpr: He Slabwe 5000 ppm
Dichioromethane not more than 600 pom
|Anxnopmetan: e Ginbwe 600 ppm - -
Microblal Contamination TAMC not more than 1000 cfu/gm.
Microblal Contamination TYMC not more than 100 cfufgm - .
Micrabla! Contathination Escherichia coll should b absent Mg
¥ npénapa) AOTYCKRETLLAL. :
- daranmua KlAbKKTL aepoBitnx mixpoopraniamis
~ SardnvHa Klapxicrs
KYO/Jr

Bincyrulers Escherichia colig 11 npenapary..

kool

': 10. Hes.ldnal. ﬁﬁanﬂ ty of nr:'anlﬁ 'soﬂent —
-{3amauxoni inbxocrt oprasiumix
-|posumsnmKie

1158.5 ppm

19,5 ppm

[11, Microbial mtarﬁiﬁ:tlbn

| <10 chujgm
ﬁ MikpoSlanoriuna YHCTOTA

<10 cfu/gm
Absent
;_r_rmq - we Glnbie 107 KYO/  [Merw 10 KYO/r

APDHANOEMX T8 Lelnesnx rijubin {TYMC) =:ne Binpive 10° seww 10 KYO/r

Blncyrin.

_Jand marking) and quality
[ well as with the specification contained in the
manufactiring practiceand quality control of medici
[3a8ma npa ceptrdinauno: * ¥io
YRBKOBKY TA mMapKysamHa) |
' nlu’apr:hlimt aﬁcoﬂl_,_' ata
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