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Quality Certificate

Name of product: Meloxicam-Akrikhin Tablets 15 mg
Dosage form: Tablets
Batch number: BELH22002
Manufacturing date: 20.06.2022
Expiry date: 05.2025
Parameters: Requirements and methods Analysis data
Description: Round light yellow tablets with beveled | Round light yellow tablets with
edges, one side of the tablet is convex | beveled edges, one side of the tablet
with 15 debossed and other side is is convex with 15 debossed and other
concave with a deep score side is concave with a deep score
Identity: Retention time of the main peak in the | Retention time of the main peak in the
chromatogram of the fest solution should | chromatogram of the test solution
correspond to retention time of the | should corresponds to retention time
meloxicam peak in the chromatogram of | of the meloxicam peak in the
the standard solution. chromatogram of the standard
solution.
Dissolution by UV NLT 75% (Q) of declared quantity of Minimum: 96 %
Meloxicam after 45 minutes Maximum:99 %
Average: 98 %
Uniformity of dosage units: By content | Acceplance value <15.0% Acceptance value:3.2 %
uniformity (Refer Ph. Eur. 2.9.40)
a) L1 for 10 tablets
(Maximum allowed
acceptance value)
N=10, K=2.4, M=100%
b) L2 for 30 tablets The final acceptance value of the 30 NA
(Maximum allowed dosage units is £15.0 and no individual
acceptance value) content of tablet is less than (1-L2 X
N=30, K=2.0, M=100% 0.01) M or more than (1+L2 X 0.01) M
(L2is 25.0)
Related substance (by HPLC)
i) Impurity A* NMT 0.2% Not Detected
i} Impurity B* NMT 0.15% Not Detected
i) Single unknown impurity | NMT 0.2% Not Detected
iv) Total impurities (Sum of | NMT 0.5% Not Detected
all individual impurities =
0.1%# )
# Reporting Threshold
Microbiological examination
a) Microbial enumeration tests
i) Total aerobic bacteria
count (TAMC) NMT 10° CFU/g 25 CFUlg
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ii) Total yeast and NMT 10? CFU/g Less than 10 CFU/g
molds count (TYMC)
b) Test for specified
microorganism .
i) E. Coli Absentin 1g Absent in 1g
Assay by HPLC Between 95.0% and 105.0 % of label 1012 %
claim (From 14.25 mg-15.75 mg)
Package 10 tablets per blister. 1, 2 or 3 blister | 10 tablets per blister. 2 blister together
together with package leaflet per carton. | with package leaflet per carton.
Marking Primary package (strip) Primary package (slrip)
Blister is labeled with product trade Blister is labeled with product trade
name, pharmaceutical form, strength, name, pharmaceutical form, strength,
manufacturing site and its address, manufacturing site and its address,
Marketing Authorization number, Marketing Authorization number,
Manufacturing License number, batch Manufacturing License number, batch
number, date of manufacture, date of number, date of manufacture, date of
expiry. expiry.
Secondary package (carton) Secondary package (carton)
Carton is labeled with manufacturing site | Carton is labeled with manufacturing
name and its address, MA holder name | site name and its address, MA holder
and its address, company name name and its address, company name
("AKRIKHIN"), product trade name, ("AKRIKHIN"), product trade name,
international nonproprietary name, international nonproprietary name,
pharmaceutical form, strength, number of | pharmaceutical ~ form,  strength,
tablets per package, name and content | number of tablets per package, name
of active ingredient per tablet in and content of active ingredient per
milligrams, “The product contains tablet in milligrams, “The product
lactose”, "Nonsteroidal anti-inflammatory | contains lactose’, “Nonsteroidal anti-
drug”, storage conditions, “Keep out of inflammatory drug’, storage
the reach of children”, “For oral use”, conditions, "Keep out of the reach of
“See leaflet before use”, marketing children”, “For oral use”, “See leaflet
status, Marketing Authorization number, | before use”, marketing status,
Manufacturing License number, batch Marketing  Authorization number,
number, “Use by.", bar code, Manufacturing License number, batch
manufacturer codes (including 2D Matrix, | number, *“Use by, bar code,
GTIN, S. NO). Additionally, identification | manufacturer codes (including 2D
means may be applied. Matrix, GTIN, S. NO). identification
means have been applied.
Storage: Store in a dry, protected from light place | Store in a dry, protected from light
at the temperature not exceeding 25°C. | place at the temperature not
exceeding 25°C.
Shelf life: 3 years 3 years
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Remarks: Product complies with the prescribed standard of quality with respect to above tests as per the
ND NN-Ne(000177)-(Pr-RU)-290321(Russian federation).

Name of the Qualified Person H OUAPA L {"§ Sy? ¢ (7{
Date and Signature of the Qualified Person o @ /%‘L{! 9 ‘3, Pl
b !
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CEPTU®UKAT AHAJIU3A

Haasauue npoaykTa: Menokcukam-AkpuxmH TabneTku 15 mr

NexapcTBeHHan dopma: Tabnetku

Cepws HOMED: BELH22002

[laTa npou3soacTea; 20.06.2022

lopeH po: 05.2025

HaumeHoBaHWe nokasarens: TpebGosanua HI Peaynbrarthl aHanu3a

Onucaxue Kpyrnoie TabneTku ceetno-wenToro ugeta | Kpyrnble TabneTku CBETNO-XENToro
C hackam, C OAHOM CTOPOHbI yseTa ¢ thackamu, C O4HOM CTOPOHbI
NOBEPXHOCTH BbINYKNAR ¢ FPABUPOBKON MOBEPXHOCTL BbiNyKNas ¢ rPaBUpOBKOM
15, ¢ Apyroit CTOPOHLI BOTHYTaA ¢ 15, ¢ [ipyroi CTOPOHbI BOTHYTaR €
rnyboKOH PUCKON. rnyBoKoi PUCKOH.

MoanuHHOCTE (MeToa BIXKX) Bpems yaepKMBAHMA OCHOBHOTO NiKa Ha | BpemA YAEPKUBAHUA OCHOBHOTO MUK Ha
XpOMATOrpaMMe UCNLITYEMOr0 PacTBOpa | XpOMATOrpaMMe MCNbITYeMOro PacTsopa
AOMKHO  COOTBETCTBOBATL ~ BPEMEHKM | COOTBETCTBYET BPEMEHM YAEPKMBAHUA
YAEPKMBAHUA MHKA MENOKCMKaMa Ha | NiKa MEenoKCUKama Ha XpoMarorpamme
XpOMatorpamme CTaHIapTHOrO PacTBOpa | CTaHABPTHOrO pacTeopa

Pactsopenue ( meTog Y®) He wmexee 75 % (Q) or 3assnexHoro| Munumym: 96 %
Konu4ecTsa Menokcukama yepes 45 MuHYT | Makcumym:99 %

Cpegnee aHavenue: 98 %
OAHOPOAHOCTE AO3MPOBAHMUS:
NPAMOE onpefeneHne

(F® XIil unw Eur.Ph. 2.9.40)
a) L1 pans 10 Tabnetok
(Mokasarens npuemnemoctu AV)
Ana N=10, K=2.4, M~100%
b) L2 ana 30 rabneTok
(Moxasarens npuemnemocTn AV)
Ana N=30, K=2.0, M=100%

Nokasatens NPUEMNEMOCTH
AV <15.0%

Mokasarent npuemnemocty AV — He
Bonee L1 (n=30) u Bce peaynsTatei
HaxoasATcs B npegenax ot (1-L2 x 0.01) M
fo (1+L.2 x 0.01) M, rpe L1 =150 %, L2 =
25,0 %

PoncTeenHbie npumecy (BIXKX)

BIXX)

KONU4ECcTBa MENOKCUKaMa B OAHOM
Tabnetke (o1 14.25 mg ao 15.75 mg)

i) Mpumecs A He Gonee 0.2% He obHapywero
iiy Mpumecs B He 6onee 0.15% He oBHapyxeHo
i) EAnHUYHanA HeugeHTUHULMPOBaHHaR
nNpUMECH He Gonee 0.2% He obHapyxeHo
iv) Beero npumeceit (Cymma MHAUBMAYANbHBIX
npumecei 2 0,1 %) He 6onee 0.5% He oBHapyxero
# NogTBEPKAEHO OTHETOM
Mukpobuonoruyeckan yucToTa
a) Mukpobuonoruieckve TecTbl
i) Obwee yucno aspobHbix
MuKpoopraHuamos (TAMC): He Gonee yem 10° CFU/g 25 CFUfg
ii) OBLee YHCNo APONCKEBBIX 1
nnecHesbix rpubos (TYMC) He Gonee yem 102 CFU/g Menee yem 10 CFU/g
b) TecTb! Ha onpegeneHHsie
MUKPOOPTaHK3Mbi
i) Escherichia coli Otcytctee s 1g Orcyrcteyet B 1g
KonuuectseHHoe onpeaenexue (MeTog Ot 95.0% ao 105.0 % ot 3asBneHHoro 101.2 %
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Mo 10 Tabnetox nomewakT B bnuctep U3
MBX/NABX u antoMutuesoi honbru

Mo 1, 2 wm 3 Bnucrepa BMecte C
WHCTPYKUMER NO NPUMEHEHWIO NOMELEIT
B NaYKy KapTOHHYHO

10 Tabnetok 8 6nuctepe u3 MBX/MABX u
anioM1H1eBoR POonbru

2 fnucTepa BMECTE C MHCTPYKUMER no
NPUMEHERWIO B NaYKe KapPTOHHOW

MAPKUPOBKA

Mepsuyran ynakoexa (bnucmep)

Ha Bnucrepe yKkaswigaior TOprosoe
Ha3BaHue npenapara, NekapCTBeHHyK
dopmy, 403NPOBKY, NPEANPUATHE-
NPOM3IBOAKTENb M €10 aapec,
perucTpaLuoHHbIA HOMED, HOMep
NPOW3BO/CTBEHHOM NTALEH3WM, HOMED CEPM,
| AaTy NPOM3BOACTBA, CPOK MOAHOCTH.

BmopuuHasn ynakoska (kapmoHHas nauxa)

Ha nauke yKkasbiBalT HazsaHue
NPEeANpPUATAA-NPOUIBOAUTENA U IO
afpec, Haasaxve snagensya PY u ero
anpec, pupMeHHOe HauMEeHOBaHue
(«AKPUXWH»), TOprosoe HaumeHosaHue
npenapara, MeXayHapoaHoe
HENaTeHTOBaHHOE HauMEHOBaHWE,
NEeKapcTBeHHYI0 opMy, A03MPOBKY,
KOnu4ecTeo TabneTok B OfHOWM ynakoeke,
HA3BaHWE U COMIEPXaHWe AeNCTRYIULEro
BelecTsa B 0AHOK Tabnetke B
MunnurpamMmax, «lpenapar copepxur
nakToay», «HecTepouaiHbI
NPOTUBOBOCNANKUTENLHLIA Npenapary,
YCNOBMA XPaHEHNs, « XpaHWTL B
HEAOCTYNHOM ANA AeTed mectey, «Ans
npuema BHyTpby, «Mlepes npuMeHeHeM
03HAKOMMTLCA C MHCTPYKUMER», YCNOBUA
OTNYyCKa, PericTPaLuoHHbIA HOMED,
HOMED NPOM3BOACTBEHHOM NULIGHINUM,
HOMEp Cepuu, rofeH A0, WTPUXOBOK Kof,
KOflel npoussoauTens (B T.4. 20 Matrix,
GTIN, 8. NO).

flononHuTenbHO MOTYT BbiTh HAHECEHb
CPeACTBa MABHTUMUKALMK.

lNepsuyHas ynakoexa (6nucmep)

Ha BnucTepe ykasaHsi TOprosoe
Ha3saHue npenapara, nekapcTeeHHan
opma, AO3UPOBKa, NpeanpuATIHe-
NPOU3BOAWTENL M €10 afpec,
PEruCTPayHOHHbIA HOMEp, HOMEp
NPOW3BOACTBEHHOU NULEH3UM, HOMEP
CepuM, AaTa NPOM3BOACTBA, CPOK
FOAHOCTH.

Bmopuuras ynakoexa (kapmoHHas
nayka)

Ha nayke ykasaHo Ha3BaHue
NPeAnpUSTUS-NPOU3BOAUTENS M €r0
ajpec, HassaHue snagensua PY 1 ero
anpec, HUPMEHHOE HaUMEHoBaHWe
(«AKPUXWUH»), Toprogoe HaMMeHOBaHHe
npenapara, MexayHapoaHoe
HENaTEHTOBAHHOE HaUMEHOBaHWE,
nexkapcTeexHan opma, 103NpoBKa,
KONWUYecTBO TabneTok B OAHOW ynakoske,
Ha3BaHWE U COLEPXaHWe AeNCTRYIOLEro
BellecTsa B oaHOM TabneTke B
Munnurpammax, «lpenapar cOAepxuT
nakTo3y», «HecrepouaHbii
NPOTUBOBOCNANWTENLHLIA Npenapar,
YCNOBUA XPaHEHWA, « XpaHUTb B
HEAOCTYNHOM ANA AeTei mecTey, «Ans
npuema sHyTpb», «[lepes npuMeHeHHnem
03HaKOMMTLCA C MHCTPYKLMEH», YCNIOBUA
OTNYyCKa, PeriCTPaLUOHHLIA HOMEp,
HOMED NPOU3IBOACTBEHHOM NULEH3NH,
HOMED CEepid, FTOAEH 0, WTPUXOBOH KOA,
koAbl npouasoauTens (8 T.4. 20 Matrix,
GTIN, S. NO).

Cpencraa naeHTHUKAaIIMH HAHECEHB! |

i

B cyxom, 3aLLMLieHHOM OT CBETa MECTe,
npu TeMneparype He soilwe 25°C.

B cyxom, 3awmiieHHoM 0T cBETA MECTe,
npu Temneparype He Bbile 25°C.

Cpoxk rogHocTH:

! 3ropa

| 3ropa

Mpumeyanue: MpoayKT COOTBETCTBYET YCTAHOBNEHHOMY CTaHAAPTY Ka4ecTsa B omoweumia BbiLLIEYKA3aHHbIX UCTIbITAHWIA B
coorsercTaum ¢ ND J1N-Ne(000177)-(Pr-RU)-290321 (Poccuitckan Penepauus).

( ©HO YnonHOMO4eHHOro nuya

i
4

NOAMMCH

i Dara u noanKch YNONHOMOYEHHOTO YA
L

i

) Mognuce 25/07/2022
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AO «<AKPHXHH» SOP004510
JSC « AKRIKHIN»

PASPEINEHHE HA PEAJTU3ATIHIO Ne 716-2022
(CERTIFICATE OF COMPLIANCE)

HAHWMEHOBAHHE IMPOAYKIIHH I'L: MEJIOKCHKAM-AKPHUXHH TABJIETKH 15 MI" Ne20
FINAL PRODUCT NAME:

MEAKIYHAPO/IHOE HEIIATEHTOBAHHOE Menokcuxam

HAUMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHH: BELH22002

BATCH No:

KOJI MPOJAYKTAII: MLXC-1802-800

FINAL PRODUCT CODE:

YIMAKOBKA: 10 wrr.- Gamcrepst (2) - NaUKH KapTOHHEIE

ENVELOPE:

T'OJIEH 10: 05.2025

EXPIRY DATE:

OBBEM MOJYYEHHON NMPOAYKIHH 48720 YITAK

(YITAKOBKH):

FINAL QUANTITY (UNITS):

PE’HCTPAIIHOHHOE YAOCTOBEPEHHE: JIT-Ne{000177)-(PI'-RU)

MARKETING AUTHORIZATION No:

HAHMEHOBAHHE H AJIPEC JAEPKATE. IS AO "AKPHXHWH" RU, 142450, Mockosckas 06:., r. Crapas
PErHCTPAIIHOHHOI'O YIOCTOBEPEHUA: Kynasua, yn. Kuposa 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAUMEHOBAHME U AJIPEC ITPOH3BO/IUTEJIA 1Onukem Jlaboparopus Jira. [Muaus] Unichem Laboratories Ltd.,
(BBIMTYCKAIOUWHA KOHTPOJIb KAYECTBA): Unit 11, Village Bhatauli Kalan, Baddi, Dist.Solan (H.P.) - 173 205,
NAME AND ADDRESS OF MANUFACTURER (RELEASE India

QUALITY CONTROL):

Aannan cepust ObLIA NPOH3IBEAEHA, BRIIOHAN YIAKOBKY H KOHTPOIL KA4eCTBA, HA BHINIEYKA3AHHONH NPOUIBOICTBEHHON
TLIOMAKE B M0JIHOM COOTBETCTBHH ¢ TpeGosanuamin cGMP ueneroro prinKa u perncTpanMoNHoH ToKyMeHTaIHEi.

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
¢GMP requirements of the intended market and with the Marketing Authorisation.

[ipoussoacTeo cepum, ynakoska u anaIn3s! GLUIH NPOBEPEHB! H NPHIHANLI COOTBETCTBYIOIMMHI cGMP,

The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.

Kausecrso npoaykTa cootBercrayer rpedosanmnsm JII-Ne(000177)-(PI'-RU)-290321

The quality of the product conforms to the Specification

HacrosuuM NoATBEpAAAI0, 4TO BLILIEYKA3AHHAS CEPHS PAIPEINeHA K PeaTH3IaluH

I hereby certify that the abov tipned batch is released to the market. 07 ABr 2077
¥YnoasoMoueHHOE ARIO Pymaunesa O.H. Tpukas Ne 431 o1 30.04.2021  Jlara

ae Name Order Date

AOBEPEHHOCTb OT NOCT. KA: He Tpelyerca

POWER OF ATTORNEY:

JlaTa Beinycka: 02.08.2022 15:54:52

Marta pacneuarku: 02.08.2022 16:23:38

Pacnewaran: JLIT. Xapoga
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