
•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTI:I <I> l:IKA T AHAJII:IJA 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nala1;arh Road, Bacidi, 
01stt. Solan, H.P., 173 205, INDIA 

www.d rr edd ys.corn 

Tipo11vITT: Hath® AKrnsreJJh (H11Mecvmu1_) reJJh Ami Hapy)KH0ro np11MeHemrn, 1 %, 50 r 

Market/ PbJHOK : Russia / Pocc1rn: 

Batch No./ 
: V250963 

Batch Quantity/ 23459.0 units I 
Cepus1.N"!! PaJMep cepmI 

: 
23459.0 e)],MHHU 

Analytical Report No./ 
: 040003225131 

Date of Analysis/ : 13.12.2025 
AuaJJHTlf'fecKHH oPrnT N2 .LI.aTa auaJJHJa 

Date of Manufacture/ 
: 11/2025 

Date of Expiry/ 
10/2027 

llaTa npOH3B0ACTBa ro,[(eH /1,0 
: 

Mfg. License No./ 
TipoHJBO)lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JlD-N~(00 1336)-(Pf-RU) 

JJIIUeHJIISI .N'!! 

Analysis performed accordin~ ND/ AuaJJH3 npoBe/1,eH no H.LI.: JIIT-N2(001336)-(Pr-RU)-090625 

No/ 
.N'!! 

1. 

2. 

Test / IloKaJaTeJih 

Description / Onucauue 

Result/ PeJyJihTaT 

Homogeneous, transparent, pale­
yellow gel with characteristic odor 
I O.D.Hopo,D.HbIH npo3pa4HhIH renh 
6ne,IJ.HO-)KeJ1TOro l.l,BeTa c 
xapaKTepHbIM 3anaxoM 

Identification / IJ,AeuTmlrnKaQHH 

HPLC/B3JKX The retention time of the main peak 
in the chromatogram oftest solution 
corresponds to the retention time of 
the main peak in the chromatogram 
of nimesulide reference standard 
solution. I BpeMH y.D.ep)K1-rnatt11H 
OCHOBHOro n11Ka Ha 
xpoMaTorpaMMe 11cnhITyeMoro 
paCTBopa COOTBeTCTByeT BpeMeHH 
y,D.ep)l(HBaHHH OCHOBHOro rIHKa Ha 
xpoMaTorpaMMe pacTBopa 
cTaH,D.apTHoro o6pa3u,a 
HHMecynH,IJ.a, 
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Specification / HopMa 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor I 
O.D.HOpo.D.HbIH npo3paLIHbIH renh oT 
6ecu,BeTHOro )].O 611e,IJ.HO-)KeJ1TOro l.l,BeTa 
C xapaKTCpHblM 3anaxoM 

The retention time of the main peak in 
the chromatogram of test solution should 
correspond to the retention time of the 
mam peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay). / BpeMH y.D.ep:)l<HBaHHH 
OCH0BHoro rIHKa Ha xpoMaTorpaMMe 
HCTTbITyeMoro pacTBOpa )].OJl)l<HO 
COOTBeTCTBOBaTb BpeMeHH 
y,D.ep)I<HBaHHH OCHOBHOfO TTHKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaH,D.apTHOro o6pa3u,a HHMecyJIH,IJ.a 
(pa3,IJ.en «KonHLJeCTBeHHOe 
onpe,D.eneH11e» ). 

Remarks : The Product confirms to ND/ Conclusion: APPROVED/ 
IlpttMe'lattue: TTpoJJ.yKr cooTBeTc-rnyeT T))e6osamn1M H.D: 3aKJJio'leHMe: O;ZJ;OEPEH O 

Prepared by / 
floJJ.rOTonneHo: Pravesh 
Rana 

1 
Dale / 
,lJ.arn: 13.12.2025 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TipoBepeso: Ramakant npoaep HO (AOK): person / O1lo6peHo: O6ecne11eHne 

Ami t Kumar Kaci ec-rea/OrneTcTBemme nnuo: . 
~ /\~--- _( u,...-1\. ~vv/ f(}Q_ 

I 

_k ) 
Date/ Date/ I Date/ t'-1,,...I2,-..L_0.1,.,1 
.D:aTa : 13.12.2025 )J;aTa: 13.12.2025 :)lam: 

Registered Office: 8-2-337, Road No, 3, Banjarc1 Hills, Hyderabad - 500034, Tclangana, India 
Tel: +9140 4900 2900, F3x: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTII <l>MKAT AHAJilI3A 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

Viii. Khol, Nalag3rh Road, Baddi, 
Distt. Solclrl H.P .. 173 205. 11\J0IA 
-- I ,-,,t r.r-. ~I/",- r -:-1•/\ r--, 
i~l. -r::J..1. :, .... _uJU ....Jl.'UV.!._\...- __ 

wv✓w.drrec.k,ys co , 

Opo.10 11a"} Hatl3® AKrnsreJib (111i1Mecvm1,u) reJib )lJI51 Hapynmoro rrp11MeHemrn:, 1 %. 50 r 

Market / PbJHOK : Russia / Pocc1151 

Batch No,/ 
: V250963 

Batch Quantity/ 23459.0 units I 
Ceo1--1si Xg Pa3Mep cep1--11--1 

: 23459.0 e)l11H11U 

Analytic9I Report No./ 
: 040003225131 

Date of Analysis / : 13.12.2025 
AHaJ111Tll'lecK1--1u OT'teT .N'2 ,l(aTa auaJ11--13a 
Date of Manufacture / 

: 11/2025 
Date of Expiry/ 

10/2027 
,l(aTa npOH3BO)lCTBa ro)leH ll,O 

: 

Mfg. License No. / 
IlpOl:1380)].CTBCHHaSI : MNB/05/263 MA number: / HoMep PY : J1Il-N2(001336)-(Pf-RU) 

JJHUCH3Hfl .N'2 
Analysis performed according ND/ AHaJJm npose)leH no H,l(: JJO-.N'2(001336)-(Pr-RU)-090625 
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UV spectrophotome!Jy I UV absorption spectrum of the test UV absorption spectrum of the test 
Y<P-cneKmporjJomoMempuR solution has absorption maximum at solution should have absorption 

397±5 nm. I Y<I>-cneKTp maximum at 397±5 nm. I Y<I>-cneKTp 
nor JI om e mm HCTibITyeMoro nornomeHH.ll HCTihITyeMOro pacTsopa 
pacTBopa HMeeT MaKCHMYM ,ll,OJDKeH HMeTb MaKCHMYM nornomeHH51 
nornomeHm1 npH 397±5 HM. npH 397±5 HM. 

3. Weight of package 51 g/51 r According to Rus. Ph. / B coorseTCTBHH 
contents / Macca C Tpe6oBaHH51MH r<I> P<l> 
co,11;ep)KHMOro ynaKOBKH 

4. pH 3.47 2.5 to 4.5 I OT 2,5 ,ll,O 4,5 

5. Viscosity / BH3KOCTb 973 .4 centipoise / 400 to 1,200 centipoise / 
973 .4 caHTHTIYa3 OT 400 .11,0 1200 caHTHnya1 

6. Impurities / IIpnMecu 

1. Impurity C / Not detected I He 06Hapy)KeHa Not more than 0.50 % / 
IlpHMecb C He 6onee 0,50 % 

11 Tmpnrity n / R~low T .On (T .OD= 0.02 %) / Not more than 0.50 % / 
CTpHMech D HH)Ke npe,ll,ena o6Hapy)KeHHSI (CTO He 6onee 0,50 % 

= 0.02 %) 

Any other impurity / 0.10% Not more than 0.50 % / 
iii . JI106a51 .11,pyra51 npHMecb He 6onee 0,50 % 

jRemarks : The Product confirms to ND/ onclusioo : APPROVED I 
1Ilp1--1Me'-laH1--1e: ITpO!lYKT cooTBeTcTByeT Tpe60BaHMJ1M H,[( 3aKJ110"<1eH11e: O,ll06PEHO 

Prepared by / 
no.n. oToaneuo: Pravesh 
Rana 

1 
IDate / 
:,[(am: 13.12.2025 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
DpoaepeHo: Ramakant Ilp0Bepe1-10 (AOK): pecon / O)lo6peHo: O6ecne'!eH11e 

Amit Kumar \ Ka'!eCTBa/OTBeTCTBeHHOe JIHU0: 

~/ f// _( V rS I ~ ~r-iL 
~v"'] 

I Dote / Date/ I Date / f ½1 l - .ZC L-~ 
: )].aTa: 13.12.2025 ,[(am: 13.12.2025 ,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langan a, lndici 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN : L35195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~~• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH <I> HKA T AHAJIIIJA 

Viii. Khol, ~Jalagarh Road, Bacidi, 
Distt Solan _. HP._. 173 20.S, lflJDIA 

www.d rredcl 1s. :orn 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
fino,ay,rr: Haih® AKrnsreJib (JUIMCCYJTTIA) reJib iuu, rrapy-,1<HOro rrp11MeHe1111J1 , 1 %. 50 r 

Market/ PbJHOK : Russia / Poccm1 

Batch No./ 
: V250963 

Batch Quantity/ 23459.0 units / 
Cepnsi .N"!! Pa3MCp cep1111 : 23459.0 e,11,1-rn11u 
Analytic~) Report No./ 

: 040003225131 
Date of Analysis / 

: 13.12.2025 
AHaJIHHf'leCKHH OT'leT .N'! )laTa auaJinJa 
Date of Manufacture/ 

: 11/2025 
Date of Expiry/ 

10/2027 
,llaTa npOU3B0,[lCTBa ro,[leH ,[lO : 

Mfg. License No. / 
IlpOH3BO~CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : J1TT-N2(001336)-(Pf-RU) 
JIUUCH3HSI .N'! 

Analysis performed according ND/ AnaJIH3 npoBeueu no H)l: JITI-.N2(001336)-(Pr-RU)-090625 
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lV. Total impurities/ 0.1% Not more than 1.50 % I 
CyMMa npHMecei1 He 6onee 1,50 % 

7. Microbial purity*/ MHI.:po6uonoruqecKaH qucTOTa* 

1. Total Aerobic Microbial NA Not more than 10~ CFU/g / 
Count I O6~ee '!HCJIO He 6onee 102 KOE/r 
a1po6HbIX MHKpo-
opraHH3MOB 

ii. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count / O6~ee '!Hcno He 6onee 101 KOE/r 
~pO)l()KeBblX H nnecHeBhlX 
rpH60B 

111. Pseudomonas aeruginosa NA Should absent in 1 g / 
OTcyrCTBHe a 1 r 

iv. Staphylococcus aureus NA Should absent in 1 g / 
OTcyrcTBHe a 1 r 

8. Assay/ IConuqccTocnnoc onpc~cJ1c1111c 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMelfauue: Tipo,llyKT COOTBeTCTByeT Tpe6oBaHHl!M H~ 3aKJIIOlfenue: O)lOliPEHO 

Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
Ilo~roTOsneHo: Pravesh Ilpoaepetto: Ramakant TipoaepeHo (AOK): person I O.uo6peHo: O6ecne'!eHue 
Rana Amit Kumar KaqecTBalOTBeTCTBeHHoe nwuo: 

1 ~ ./ t /\ __L Vt-fl L t~"'-1 ~Q_ 

' 
-. .,,-

Lvvl 
'Date I I Date I Date / Date I fl+--12-- -J.J)}.. ~ 
:~am: 13.12.2025 : )lam: 13.12.2025 JJ.a-ra: 13.12._o_s ~am: 

Registered Office: 8-2-337, Road No. 3, Banjard Hills, Hyderabad - 500034, Tclangana, India 
Tel: +9140 4900 2900, F3x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys. com 
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•·· Dr.Reddy's ~;• 
CERTIFICAT 

CEPTII <I> MK 

Product : Nise Activgel (nimesulide) gel for external use, l %, 50 g 

---------=====- ----------i----

Dr. Reddy's Laborc1tories Ltd . 
Formulation Unit-6 
Viii. Khol, ~Jalc1g:cirh Road, Bacidi, 
Distt Solan. H.P., 173 205, ii~OIA 

www.dri-edciys.co,n 

Ilpo.llyK'l": Hai-h® AKnrnrenh (H11Mecym1.u) renh .llfl~ HBPY>KHoro ITPHMeHeH1U1, I %. 50 r 

Market / Pb1 HOK : Russia / Poccm1 

Batch No./ 
: V250963 

Batch Quantity/ 23459.0 units I 
Cepm1.N"!! Pa3Mep cep1111 

: 23459.0 e,ll11HIU..I, 

Analytical Report No./ 
: 040003225131 

Date of Analysis / 
: 13.12.2025 

AHaJrnnt'leci.:uii oT'IeT .N'!! ):(aTa aHaJ1n1a 
Date of Manufacture / 

11/2025 
Date of Expiry/ 

10/2027 
)laTa npOllJBO.!lCTBa 

: 
ro,lleH .llO 

: 

Mfg. License No./ 
TTpoHJBO.llCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : J1TI-M!(001336)-{Pf-RU) 
JIHQeHJHSI .N'!! 

Analysis performed according ND/ Auamn npoBe,lleH no H)l: JITT-.N'~(00 1336)-(Pr-RU)-090625 

Nimesulide / 
HttMecyntt)]. 

9. Dimethyl sulfoxide / 
,ll;nMeTHJICYJihit,OKCH)J. 

10. Package/ YnaKOBKa 

10.05 mg I 10.05 Mr 
(100.5%) 

100.8 % 

50 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information l eaflet in a carton. / no 
50 r B Ty6y 113 JiaMHHHpOBaHHOf'O 
aJllOMHHHj!, CHa6)l(eHHYIO 
MeM6pattoit JJ.Jrn KOHTponj! nepaoro 
BCKpblTH.ll . Ka)K)].YIO Ty6y BMecTe c 
HHCTpyKU,HeH no MeJ].HlJ,HHCKOMY 
npttMeHeHHIO noMeW.aJOT B naYKY 
KapTOHHYIQ. 
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9.0 mg to 11.0 mg ofC13H12N:?OsS 
(nimesulide) (90.0% to 110.0% of label 
claim) in 1 g of gel / 

OT 9,0 Mr )].O 11,0 Mr C13H12N2OsS 
(HHMecyntt)].) ( OT 90,0 % )].O 110,0 % OT 
H0MHHaJlbHOf'O CO)].ep)KaHIDI) B I r rem, 

90% to 110% of C2H 6OS ( dimethyl 
sulfoxide) oflabel claim / 

OT 90 % JJ.O 110 % C2H 6OS 
()].HMeTHJlcynbCpOKCH)].) OT 
HOMHHaJlbHOf'O COJ].ep)KaHllil 

20 g, 50 g or 100 g in a laminated 
aluminum tube equipped with tamper­
evident membrane. Each tube and a 
patient information leaflet in a carton. / 
no 20 r, 50 r 11n11 100 r B Ty6y 113 
JlaMHHHp0BaHH0ro aJlJOMHHHj!, 
ctta6)KeHHYIO MeM6pattoit: )].JI.II KOHTponj! 
nepaoro BCKpbJTHjj_ Ka)K)].yio Ty6y 
BMecTe c HHCTpyKI..I,tteit no 
MeJ].HlJ,HHCKOMY npHMeHeHHIO 
noMern.alOT B naYKY KapTOHHYJO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
fip11Me1Iaune: ITpO.lzylIT COOl'BeTCTByeT -rpe600aT:IED1M H.[J, 3ai.:J1t-01Je1111e: O)lOBPEHO 

1:=======::::::::::======;;;::::==============::;:;,:::=========: 
Prep ared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
ITo)].roTOBJTeHo: Pravesh ITpoaepeHo: Ramakant TTpoaepetto (AOK): person / O.uo6peHo: O6ecnel£eHtte 

Rnna 1 ~;: fonit K; :,, ;-, K<•,emc~3s••~,:•;~ 

!Date/ 
Jl.aTn: 13.12.2025 

I Date / 
~ a-ra: 13 .12.2025 

Dale/ 
I(arn: 13.12 .2025 

Date / 
I(ara: 

Registered Office: 8-2-337, Road No. 3, Banjar" Hills, Hyderabad - 500034, T2 langa11 a, India 
Tel : +9140 4900 2900, F~x: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKATAHAJilI3A 

Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: -:-Sl ~01E5 56001-02 
www.drreddys com 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IlooJJ,yK'C: Haih® AKrnBrenh (HHMecynH,n) renh ,nm, Happ1rnoro npHMeHeHIDI, 1 %, 50 r 

Market/ PblHOK : Russia / PoccH.11 

Batch No./ 
: V250963 

Batch Quantity/ 23459.0 units / 
Ceousi .N"~ PaJMep cepuu : 23459.0 e,nHH11U 
Analytic~! Report No./ 

: 040003225131 
Date of Analysis / 

: 13.12.2025 
AHaJIHHl'Iec1rnii 0T'IeT .N!! .llaTa anaJinJa 
Date of Manufacture/ 

: 11/2025 
Date of Expiry/ 10/2027 

.llaTa npOD3B0llCTBa ro11en 110 
: 

Mfg. License No./ 
IlpOH3BOACTBeHHaSI : MNB/05/263 MA number: / HoMep PY : J1TT-N2(001336)-(Pf-RU) 
JIHUeH3HSI .N'!! 

Analysis performed according ND I AHaJIH3 npose11eH no H.ll: JIIl-.N!!(001336)-(Pf-RU)-090625 
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*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IIOKaJaTeJib MO)l(eT OTCYTCTBOBaTb B cepTnft,nKaTe auaJIH3a npOH3BOJJ,HTeJIH. IlpOH3BOJJ,HTeJib 
rapaHTHpyeT Ka'leCTBO npenapaTa no JTHM DOKa3aTeJIHM. 

API name (INN)/ Ha11Meuoeanue A<l>C 
Nimesulide / HHMecym1,n 

(MHH): 
API manufacturer batch number / 

NMS/125050524 
HoMep cepuu npoHJBOJJ.HTeJIH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHQHH npOH3BOJJ,HTeJIH FESA00374 
r .JI<I>: 
API Manufactured by & country/ Aarti Drugs Ltd., India / 
Ilpou3eo.a:nTeJIL A<l>C, cTpaua: Aaprn ,:Uparc JlT.a:., lfH,nm:1 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 

manufacturing site / Control site / Release site 
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 

I MNB/05/263) I 

Ha11Meuoeauue, a.a:pec, JIHQeHJHH .Jl:JIH 
,:U-p PeMtt'c Jla6opaTOpttc JlT,n., l1tt,nm1, I1p0113B0)].CTBeHHOe 

IlpOH3B0.Jl:CTBeHHaH UJIOI.Qa.a:Ka / 
no,npaJ,neJieHHe-6, B11JIJI. KxoJib, Hanarapx Poy,a:, EaMtt, ,:U11cTpHKT 

CoJiaH, x.rr., 173205, 11HAH.5I (J1m.(eH3llil M~ MNB/05/263)) 

Declaration of certification: «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( s) in 

'

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpnMe'-laHne: TTpo,nyKT cooTBeTcTByeT 1'pe6oBaHIDIM H~ 3aKJII01.feHue: O)lOliPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
n oJITOTO BJle Ho: Pravesh □poB peso: Ramakant OpoaepeHO (AOK): person / O1106petto: O6ecne"!ett11e 
Rfilla 

i 
Amit Kumar KB'ICCTBa/OTBCTCT8CHllOC n11uo: 

~/ J\ ~UNI L- l<Y'rvf AR.. v~ .-Lvvl 
!Date/ I Date / Date I IDate / / '-+·--f L---rJ • ..t) J-S 
:~am: 13.12.2025 : ~ aTa: 13.12.2025 ~am: 13 .12.2025 ~am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, HyJerabad - 500034, Telangana, India 
Te l: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Vilt. Khol, Nal.:igarh Road, Bc1cidi, 
Distt. Solan, H.P., 173 205, INDIA 

wwv,1.drreci y .corn 

ITpo,11VR"f": Haih® AKnrnreJib (H11Mecym111) reJib ;urn Hapyn<Aoro np11Me HeHJtlJ, I %, 50 r 

Market/ Pbrnoic : Russia / Pocc,-rn 

Batch No./ 
: V250963 

Batch Quantity / 23459.0 units / 
Cepiu1 .N"~ Pa1Mep cepHH 

: 
23459.0 e.UMHHU 

Analytic~! Report No./ 
: 040003225131 

Date of Analysis/ 
: 13.12.2025 

AHamtTl-i'leCKHH OT<JeT .N'2 llaTa aHaJIHJa 

Date of Manufacture/ 
11/2025 

Date of Expiry/ 
10/2027 

)laTa npOH3B011CTBa 
: 

ro11e11 JJ.0 
: 

Mfg. License No. I 
ITpoHJB0.11.CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JUl-N2(001336)-(Pf-RU) 

J1HUeH3IUI .N'2 
Analysis performed accordin2 ND/ AHaJIHl npoBeJJ.eH no H,ll.: JIIT-.N'2(001336)-(Pr-RU)-090625 
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full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal 

quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, 

packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian 

Economic Union is established». 

3aKJIIO'lfeHHe O COOTBeTCTBHH: «HacT051IllJIM 51 rro,urnep)K,UaIO, qTO rrp1rne,ueHHa51 BbIIIIe HH<pOpMaU:IUI 51BJI5IeTC51 

LJ:OCTOBepHOH Ji TQqHoH. 3m cepli51 rrpo,nyKU:HH rrpOH3Be,neHa (BKJIJOqaa yrraKOBKY (MapKiipOBKY) Ji KOHTpOJI:E, 

Kaqecrna) Ha BbIIIIeyKa3aHHOH IIp01i3BOLJ:CTBeHHOH rnrniu:a,nKe (rrnoiu:a,nKax) B IIOJIHOM COOTBeTCTBJili C 

Tpe6oBaHIU:.IMJi ITpaBIUI Ha,nJie)Kaiu:eif rrpOH3BOLJ:CTBeHHOH rrpaKTHKJi EBpa3HHCKOro 3KOHOMHqecKoro COI03a H 

Tpe6oBaHJi}IMJI KOHTpomr KaqecTBa JieKapCTBeHHbIX cpe,nCTB, a TaK)Ke B COOTBeTCTBHH co crreu:H<pHKaU:H51MH, 

co,nep)KaID:liMHC51 B perHCTpau:HOHHOM .ll;OCbe CTpaHbI-HMIIOpTepa. 3arrHCH ITO rrpOH3BOLJ:CTBY, yrraKOBKe H amUIH3Y 

rrpoBepeHbl, Ji ycTaHOBJieHO HX COOTBeTCTBJie Tpe60BaHH51M ITpaBJiJI Ha,nJie)Kaiu:ei{ rrpOH3BOLJ:CTBeHHOH npaKTHKH 

EBpa31iHCKOro 3KOHOMHqecKoro coI03a». 
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