
-·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALY I 

CEPTH <I> HKAT AHAJill3A 

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

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel: +91 98166 55001-02 
vvww .... , 1 ~-~ I ~-<.vm 

npo11yI<T: Hai-h® AKTHBrenh (1-111Mecv1111JJ,) renh )],ml 1-1apy,K1-1oro np11MeHettm1, 1 %, 50 r 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: V260022 Batch Quantity/ 23480.0 units / 

Ceonn .N"!! PalMep cep1111 : 
23480.0 emrnm.1, 

Analytical Report No./ Date of Analysis / 
AHaJIHTH'ICCKHH 0T'leT .N"!! 

: 040003251351 
.l].aTa aHaJIHJa : 10.01.2026 

Date of Manufacture/ 
01/2026 

Date of Expiry/ 
12/2027 )la Ta n 00113BO)lCTB3 

: 
ro)],eH )],0 

: 

Mfg. License No./ 
IlpoHJBO)],CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JII1-.N2(001336)-(Pf-RU) 
JJIIUCH3111l .N°!! 

Analvsis performed accordin~ ND/ AHaJIHJ nposei.eH no HU:: JITI-Jf!!(001336)-(Pf-RU)-090625 

Page 1 of 6 I CTp. 1 u1 6 
No/ 
.N'!! 

Test/ IloKalaTeJih Result/ Pe1yJihTaT Specification / HopMa 

1. Description / Onucauue Homogeneous, transparent, 
colorless gel with characteristic 
odor I O)].Hopo)].HhIH np03pa4HhIH 
reJib 6ecu.BeTHOro U.BeTa c 
xapaKTepHbIM 3anaxoM. 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor/ 
O,llHOpO,llHbIH npo3pa4HbIH reJib OT 
6ecu.BeTHOro )].0 6Jie)].HO-)KeJITOro U.BeTa 
c xapaKTepHbIM 3anaxoM 

2. Identification / lf)].enTu4>uKaQHH 

HPLC I B3)K}{ The retention time of the main peak 
in the chromatogram of test solution 
corresponds to the retention time of 
the main peak in the chromatogram 
of nimesulide reference standard 
solution. / BpeMH y.ll.ep)KHBaHHH 

The retention time of the main peak in 
the chromatogram oftest solution should 
correspond to the retention time of the 
mam peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay). I BpeMH y)].ep)KHBaHHSI 
OCH0BH0ro TTHKa Ha xpoMaTorpaMMe OCHOBHOro TTHKa Ha 

xpoMaTorpaMMe HCTTblTyeMoro 
paCTBopa C00TBeTCTByeT BpeMeHH 
y.llep)KHBaHHH 0CHOBHOro IlHKa Ha 
xpoMaTorpaMMe pacrnopa 
CTaHAapTHOr0 o6pa3u.a 
HHMecyJIHAa. 

HCilbITyeMoro paCTB0pa )].OJl)KHO 
C00TBeTCTBOBaTb BpeMeHH 
y,llep)KHBaHHH 0CHOBH0ro TTHKa Ha 
xpoMaTorpaMMe pacrnopa 
cTaH)].apTHoro o6pa3u.a HHMecynH)].a 
(pa3)].eJI «Kon114ecrneHHOe 
onpeAeneHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHne: Ilpo,lJ,yKT coorneTcrnyeT Tpe6oBaHmiM H,n: 3aKJito•ieuue: O)1.OliPEHO 

Prepared by / 
ITo,lJ,roToBneHo: Nisha 

Kumari * 

'Date/ 
:)],am: 10.01.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Dpoaepetto: Pravesb nposepetto (AOK): person / O)],o6peHo: O6ecne11ettHe 
Rana 

1 
Amit Kumar Ka11ecrna/OTBeTCTBCHHOC IIHIJ,0: 

f'J\~ 
_('l),~ IL i<'. \JIN\ Fl fl..._ 

---<vv1 
I Date/ Date/ IDate / 12~1-.1.__o1-(:, 
: JJ:arn: 10.01.2026 ,n:arn: 10.01.2026 ,D,arn: 

Regi$tered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: r9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laborarnries Ltd . 
Formulation Unh:-6 

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, I %, 50 g 
HoollvKT: Haib® AKn,rnrenb (H11MeCyJ11111) renb JlJlSI Hapy)lrnoro np11MeHemui, l % 

Market/ PbIHOK : Russia / PoccID! 

Batch No./ 
: V260022 

Batch Quantity/ 
Ceom1 .N'! PaJMep cep,111 
Analytical Report No./ 

: 040003251351 
Date of Analysis/ 

AHaJIHTH'leCKHH OT'leT .N'! .fl.an aHamna 
Date of Manufacture/ 

01/2026 Date of Expiry/ 
ID.an npo11JBOJJ,CTBa 

: 
ro]leH ]10 

Mfg. License No./ 

Viii. Khol, Na;agarh Road, Baddi, 
Oistt. Solan, H.P., 173 205, iNDIA 
Tel: +9198166 56001-02 
vv vv vv , u,, t:--,J•L~I 

50 r 

23480.0 units/ 
: 

23480.0 e,1urn11u 

: 10.01.2026 

: 12/2027 

IlpOH3BO]lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N~(00l336)-(Pr-RU) 
mme1nm1 .N'! 
Analvsis oerformed according ND/ AHaJIHJ npose.neu no H,ll.: JIIl-.N'!!{001336)-(Pr-RU)-090625 

Page 2 of 6 / CTp. 2 n1 6 
UV spectrophotometry I UV absorption spectrum of the test UV absorption spectrum of the test 
Y <:/J-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 
nornoUJ,emu1 HCilbITyeMOro nornoUJ,eHHSI HCilbITyeMOro pacrnopa 
pacrnopa HMeeT MaKcHMYM .[(0Jl)KeH HMeTb MaKCHMYM nornoUJ,eHHSI 
nornoUJ,eHHSI npH 397±5 HM. npH 397±5 HM. 

3. Weight of package 51g/511 According to Rus. Ph. / B coorneTCTBHH 
contents / Macca C Tpe6oBamrnMH f<l> P<f> 
CO]lepmHMOro ynaKOBKH 

4. pH 3.3 2.5 to 4.5 I OT 2,5 ,no 4,5 

5. Viscosity / Bn1KocTL 982.8 centipoise / 400 to 1,200 centipoise / 
982,8 caHrnnya3 OT 400 ,ll.O 1200 CaHmnya3 

6. Impurities / IIpuMecn 

1. Impurity CI Not detected/ He o6Hapy)KeHa Not more than 0.50 % / 
I1p11Mecb C He 6onee 0,50 % 

II. ImpurityD / Not detected / He o6Hapy)KeHa Not more than 0.50 % / 
f1pHMeCb D He 6onee 0,50 % 

Any other impurity / 0.03 % Not more than 0.50 % / 
JI106aH .npyraH npHMeCb He 6onee 0,50 % 

111. 

Remarks: The Product confirms to ND/ ondusion : APPROVED / 
IJp11Mc'taHue: TTpo.n:yKT cooTBeTcTByeT -rpe6onaH11JIM H.[( 3atcmo<teuue: O)1,OliPEHO 

Prepared by / Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
TTo,11,rornnneHo: Nisha nponepeR'O: Pravesh TTposepe1-10 (AOK): person/ O.uo6peHo: O6ecne11emrn 

Kuma~ Rana 

f 
Amit Kumar l(84CCTBa/OTBeTCTBeHHOe 11111.l,0: 

~ /---
_(Vr,i I l l<:VM t-::l(l___ 

____ -(v-,J 

Date I I Date/ Date/ 'Date I ! ? ~(! 1,.. .((,2 6 
.[(am: 10.01.2026 .[(am: 10.01.2026 )).am: I 0.01.2026 )la-ra: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 299':l, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



Dr. Reddy's Laborarnries Ltd . 
Formulaton Unit -6 •·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<I>HKA T AHAJIII3A 

Viii. Khol, Na1agarh Road, Baddi, 
Oistt. Solan, H.P., ll3 205, iNDIA 

Tel : +91 98166 56001-02 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g www.or 11::uuys.corn 

JlpO!l)'h."T: Hath® AKTHBreJib (HHMecyn11.11) reJib .LlJIJI H8'PY)l<M0ro nµ1-1111e He HHJ1 , 1 %, 50 r 

Market/ PblHOK : Russia / PocCHJI 

Batch No./ 
: V260022 

Batch Quantity/ 23480.0 units I 
Cepm1 .N'2 PaJMep cep1111 

: 
23480.0 e,n:HHHU 

Analytical Report No. / 
: 040003251351 

Date of Analysis / 
: 10.01.2026 

AHaJlHTH'leCKHH OT'leT .N'2 ,I{aTa aHaJlHJa 

Date of Manufacture/ 
: 01/2026 

Date of Expiry/ 12/2027 
)J._aTa npo113B0ll.CTB3 ro.n:en AO 

: 

Mfg. License No. / 

fipOH3B0.LlCTBeHH3H : MNB/05/263 MA number: / HoMep PY : Jlll-N2(001336)-(Pf-RU) 
JlHUeH3HH .N'2 
Analysis performed accordine: ND/ AnaJJH3 nooae.lleH no H)l: JIII-.N'!l.(001336)-<Pr-Rm-090625 

Page 3 of 6 I Crp. 3 uJ 6 

IV. Total impurities/ 0.2% Not more than 1.50 % I 
CyMMa npttMecei1: He 6onee 1,50 % 

7. Microbial purity*/ Mmcpo6uoJioruqec1.:aH qucToTa* 

1. Total Aerobic Microbial NA Not more than 102 CFU/g / 
Count I O6w.ee '-lttcno He 6onee 102 KOE/r 
a3po6Hb(X MHKpo-
opraHH3MOB 

11. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count/ O6w.ee '-IHCJIO He 6onee 101 KOE/r 
.upm101<eBbIX H nnectteBb(X 
rpu6os 

... 
Pseudomonas aeruginosa NA Should absent in 1 g / m . 

OTCYTCTBtte B 1 r 

IV. Staphylococcus aureus NA Should absent in 1 g / 
OTCYTCTBtte B 1 r 

8. Assay/ KoJiuqecTeeuuoe onpe~eJieuue 

!Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
II pnMet.tanue: Ilpo,n:yKT coorner cTByeT -rpe60Batt11JIM H)]. 3atcmot.tetme: O)],OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
OoJJ.roTOBJJeHo: Nisha TTponepe1:10: Pravesh TTpoBepetto (AOK): person / O,n:o6peHo: O6ecne'-IeHHe 

Kuma~ 
Rana Amit Kumar Kat.JeCTBa!OrneTCTBeHHOe JIHl..{O: 

1 f~~ ~Ur.ill, K:Ul"-'1 (~{?_____ 

_LvJ/ 

!Dale / I Date/ Date/ IDate / ! 2_--il Ir ,J.__ CJ 2-6 
:ll.arn: 10.01.2026 : ,gara: 10.01.2026 ,garn: 10.01.2026 )lam: 

Registered Office: 8-2-337, Road No. 3, Banjar" Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 

I 



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

CEPTH~IIKATAHAJIH3A 

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

Dr. Reddy's Laborarnries Ltd . 
Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 

Distt. Solan, :-J.P., 173 205, INDIA 

Tel: +9198166 56001-02. 
wvv vv.U!, ,;;u\,Jy!> .... vl !I 

IlpoJJ.yICT: Haii3® AKnrnreJih (H1-1Mecym1,u) reJih Jl.JIH Hapy*noro npHMeHeHHit, 1 %, 50 r 

Market/ PbIHOK : Russia / PoccIDI 

Batch No./ 
: V260022 

Batch Quantity / 23480.0 units/ 
Cepm1 .N'! Pa1Mep cepttH 

: 
23480.0 e,QHHHU 

Analytical Report No./ Date of Analysis / 
AttaJIHTH'leCKHii OT'leT .N'! 

: 040003251351 
)];aTa auaJIHJa 

: 10.01.2026 

Date of Manufacture/ 
: 01/2026 Date of Expiry / 

12/2027 
)];aTa DPOH3B0Jl.CTBa ro,neH Jl.O : 

Mfg. License No. / 
IlpoHJBOJl.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N~(001336)-(Pf-RU) 
JIHU,eHJHH .N'! 

Analysis performed accordin~ ND/ AuaJIHJ npoBeJJ.eH no H)];: JIII-.N'!(001336)-(Pr-RU)-090625 

Nimesulide / 
H11Mecym1.n. 

9.97 mg I 9,97 Mr 
(99.7 %) 

Page 4 of 6 / CTp. 4 HJ 6 

9.0 mg to 11.0 mg ofCuH12N2OsS 
(nimesulide) (90.0% to 110.0% of label 
claim) in 1 g of gel / 

OT 9,0 Mr .n.o 11,0 Mr CuH12N2OsS 
(HHMecy1rn.n.) (OT 90,0 % )].0 110,0 % OT 
H0MHHaJibH0ro co.n.ep)Kamrn) B 1 r rem, 

9. Dimethyl sulfoxide / 
,I(nMeTHJICYJibci>OKCH)l: 

99.9% 90% to 110% of C2H6OS ( dimethyl 
sulfoxide) of label claim / 

OT 90 % Jl.O 110 % C2H6OS 
(.D.HMeTHJICYJib<pOKCH,z:\) OT 
H0MHHaJibH0ro C0Jl.ep)KaHJ,UI 

Package/ YnaKoeKa 50 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. I I1o 
50 r B Ty6y H3 JiaMHHHp0BaHH0ro 
aJilOMHHHH, CHa6)KeHHyIO 
MeM6pattoii: .D.JIH K0HTP0JIH nepBoro 
BCKpblTHH. Ka)K)].yIO Ty6y BMeCTe c 

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. I 
Tio 20 r, 50 r HJIH 100 r B Ty6y H3 
JiaMHHHpoBaHH0ro aJilOMHHHH, 
CHa6)KeHHyIO MeM6paHOH Jl.JIH K0HTp0JIH 
nepBoro BCKpb!THH. Ka)K)].yIO Ty6y 

HHCTpyKu,HeH no Me)].Hl.l,HHCK0MY BMeCTe C HHCTpyKu,HeH no 
npHMeHeHHlO noMell.(alOT B na1.JKY 
KapT0HHyIO. 

Me,[\Hl.l,HHCK0MY npHMeHeHHlO 
noMell.(alOT B na4KY KapT0HHyIO. 

Remarks: The Product confirms to ND/ Conclusion: APPROVED/ 
IIpuMe1.Jautte: Ilpo,nyKT coorneTcrnyeT TPe6oBaHIDIM H,U 3aKJ1101.Jeuue: O)lOliPEHO 

1:::::::::::=====::::::::::===::;-;::::=========~========: 
Prepared by/ 
no.u.roTOBJletto: Nisha 

Koma<i & 
'Date I 
J].aTa: 10.01.2026 

Checked by / 
nposepetto: Pravesh 
Rana 

f_ 
I Date / 

;t:{aTa: 10.01.2026 

Checked by (AQA) / 
npoBepetto (AOK): 
Amit Kumar 

I~./'~ 
Date / 
,[(am: l 0.01.2026 

Approved by: Quality Assurance/ Authorized 
person / O,no6peHo: O6ecrre'!ett11e 
Ka•tecrna/OTBeTC'rBeHHOe JIHUO: 

'Date/ 
,[(aTa: 

'-<ZV r-J I L K.v vv/ fl{l__ 

.--i.v1 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



Dr. Reddy's Laborarnries Ltd. 
Formulation Unit -5 •·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>ID<:AT AHA.JIII3A 

Viii. Khol, Na1agarh Road, Bacidi, 
Oistt. Solan, :-i.P., lt3 205, il\JDIA 
Tel: +9198166 56001-02 

Product: Nise Activgel (nimesulide) gel for external use, I %, 50 g vv. ,.,._.., ~--Y"·'-v" I 

Dpo.1.w1rr: Haib® AKnrnrenh (H11Mecym1.11) renh ;uu1 F1apy)1rnoro npHMeHemur, I % 50 r 

Market/ PbIHOK : Russia / PoccJUI 

Batch No./ 
: V260022 

Batch Quantity I 23480.0 units / 
Cepm1 .N'2 Pa3Mep cep1111 : 23480.0 e)lHHl-11.-l 
Analytical Report No./ 

: 040003251351 
Date of Analysis / 

: 10.01.2026 
AuaJJHTHlfeCKMH OTlfeT .N'2 ,/1.aTa auaJJM3a 
Date of Manufacture / 

: 01/2026 Date of Expiry/ 
12/2027 

,/1.aTa flPOM3B0.QCTB3 roneu ,IJ.0 
: 

Mfg. License No./ 
IlpOH3B0)lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JII1-N2(001336)-(Pf-RU) 
.11IIUCH'.3llff .N'2 
IAnalvsis performed accordinl! ND/ AuaJIM3 npoBe.QeH no H.ll,: JIIT-.N'!(001336)-{Pf-RU)-090625 

Page 5 of 6 / CTp. 5 u1 6 

*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKa3aTeJib MO)KeT OTCYTCTB0BaTh B cepTulf>uKaTe auaJiu3a npOH3B0,IJ;HTem1. IlpoH3B0,JJ;HTeJ1b 
rapauTupyeT Ka'leCTBO npenapaTa no 3THM noKaJaTeJIHM. 

API name (INN)/ HauMeuoeauue A<l>C 
Nimesulide / Hi1Mecym1)]. 

(MHID: 
API manufacturer batch number / 

NMS/125070680 
HoMep cepuu Df)OH3BO,ll,UTeJIH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaH~HH npOH3BO,!J;HTeJIH FESA00553 
r JI<l>: 
API Manufactured by & country / Aarti Drugs Ltd., India/ 
IlpOH3BOAUTCJJh A<J>C, cTpana: Aapn1 ,Uparc JlT)].., 11H)].H51 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Kho!, 
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 

manufacturing site / Control site / Release site 
MNB/05/263) I 

I ,U-p PeMH' C Jla6opaTOpHC JlT.[I., 11H,JJ;H51, fipOH3B0,[\CTBeHHOe 
HanMenosauue, a,11;pec, Jin~eu1nH ,JJ;JIH no)].pa.3)].enetttte-6, BHJIJI. KxoJib, HaJ1arapx Poy.L(, EaMH, ,[.(ttcTpHKT 
IlpoH3B0,!J;CTBeHHaH DJIOIQa,!J;Ka / CoJiaH, x.rr., 173205, 11H,[\H51 (JlHL(eH3H51 N!! 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 I 
IlpnMelfanue: JlponyKT C00TBeTCTByeT Tpe6oBaHIDIM HJJ: 3aKJIIOtJeuue: O,/1.OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Ilo.urornBJJeHo: Nisha npoeepeRo: Prave h JlponepeHO (AOK): per on / O.uo6peHo: O6ecnellem1e 

Kuma~ 
Rana 

1 
AmitKu~ Kal!ecrna/OrneTCTBeHHOe Jll,11..{0: 

,.CsVt---1 1 L l(\Jl"-"\}4 ~ 

~ _L '1 
IDate / I Date / Date I IDate / ] 2-··G ),---J.-OLb 
:.D.ara: 10.01.2026 : )J;aTit: 10.01 .2026 1,Uarn: 10.01.2026 }J.ara: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~HKATAHAJIH3A 

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

Dr. Reddy's Laboratories Ltd . 
Formulat;on Unit-6 
Viii. Khol, Na1agarh Road, Baddi, 
Jistt. Solan, :--1.P., 173 205, ii\! DIA 

Tel : +91 98166 56001-02. 
",,, vv.u, , ,::uUy!>.-.ur 11 

Ilr>OAYKT: Hali3® AKrnBrenh (1-111Mecy1111,D,) renh ,nm1 ttaovmttoro np11MeHe1-111st, 1 %, 50 r 

Market/ PMHOK : Russia I Pocc1rn: 

Batch No./ 
: V260022 Batch Quantity/ 23480.0 units / 

Ceom, .N'! Pa1Mep cepm1 : 23480.0 e.n.1rn11u 
Analytical Report No./ 

: 040003251351 
Date of Analysis / 

: 10.01.2026 AHaJlHTH'feCKHH OPleT .N'! ,ll.ara auaJ1111a 
Date of Manufacture / 

01/2026 Date of Expiry/ 
12/2027 ,ll.aTa DPOH3B0,l(CTBa 

: 
ro,neH ,no : 

Mfg. License No. / 
IlpOH3B0,l(CTBeHHaH : MNB/05/263 MA number: / HoMep PY : Jlfl-N2(001336)-(Pf-RU) 
JlHUeHJHH .N'! 

[Analysis pe1·formed according ND/ AHan113 nooBeaeu no H.ll,: JIIl-.N'!(001336)-(Pr-RU)-090625 

Page 6 of 6 / CTp. 6 01 6 
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'leHHe O COOTBeTCTBHH: «HacTo5ImHM 5I rro,r:i:TBep)I{,UaIO, 11TO IIpHBe,r:i:eHHa5I BbllIIe HH!pOpMau;m1 5IBJUieTC5I 

.il:OCTOBepHOH If TO"LJHOH. 3m cepH5I rrpo,r:i:yKIJ;HH rrpOH3Be,r:i:eHa (BKJII011a5I yrraKOBKY (MapKHpOBKy) H KOHTpOJib 

Ka11ecrna) Ha BoIIIIeyKa3aHHOH npoH3BO.il:CTBeHHOH rrrroma,r:i:Ke (nrroma,r:i:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHIUIMH ITpaBirn Ha,r:i:Jie)Kameil: npOH3BO.il:CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMH11eCKOro COI03a If 

Tpe6oBaHH5IMH KOHTPOJI5I Ka"LJeCTBa rreKapcTBeHHbIX cpe,r:i:CTB, a TaK)Ke B COOTBeTCTBHH co cneu;H<pHKau;1rn:Mlf, 

co,r:i:ep)KamHMHC5I B perHCTpau;HOHHOM ,nocoe CTpaHol-HMIIOpTepa. 3aIIHCH no rrpoH3BOL(CTBY, ynaKOBKe H aHaJIH3Y 

npoBepeHoI, If ycrnHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH5IM ITpaBHJI Ha,r:i:Jie)Kameil: rrpOH3BO.il:CTBeHHOH rrpaKTHKH 

EBpa3HHCKOro 3KOHOMH11eCKoro COI03a». 

!Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpttMe<Jautte: TTpOAYKT coorneTcrnyeT Tpe60BaHID1M H,ll; 3aKJ1t0'leuue: O,ll.OliPEHO 
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