Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIN3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (ketoponak) pacTBOp a/iss BHYTPHBEHHOTO M BHYTPMMBILIEYHOrO BBeAeH S, 30 Mr/Ma
Batch No / . V260300 Batch Quantity / . 454545 ampules /
Cepust Ne ’ Ob6bem cepun 454545 ammyn
Analytical Report No / Date of Analysis /
AHanuTHuyeckui oTuer Neo : 890001879612 JlaTta ananusa : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoJcTBa I'open go
Mfg. License No. /
TponssoncTBensas : MB/05/264 ) : JTIT-Ne(008888)-(PT-RU)
JUneH3us Ne Homep PY

Analysis performed according ND / Ananus nposeaen nmo HJL: JII1-Ne(008888)-(PI'-RU)-170225

OeclBEeTHbIH pacTBOp.

Page1of 7/Crp.1mu37
Ne Test / IlokazaTenab Results / Pe3yjabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / Ilpospaunsrii | Clear colorless to slightly yellow color

solution. / [Ipo3pauHblif pacTBOp OT
GECLBETHOTO JI0 CBETIO-)KEJITOTO [BETA.

2 | Identification* / UneuTuduran

ua*

2a | HPLC* / B)KX*

The retention time of the main peak in the
chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems ynepxuBaHus
OCHOBHOTO [MUKa Ha XpoOMaTorpamme
HCTILITYEMOTO pacTBOpPa COOTBETCTBYET
BPEMEHH YACPXKUBAHUS OCHOBHOTO MHKa
Ha XpomarorpammMe CTaHIAPTHOTO
pacreopa.

The retention time of the main peak in the
chromatogram of test solution should
correspond to the main peak in the
chromatogram of standard solution (Assay
section). /  BpeMsa  ynmepxuBaHHs
OCHOBHOTO [HKa Ha XpoMarorpamme
HCITBITYEMOTO pacTBopa TOJDKHO
COOTBETCTBOBATb BPEMEHH YIEPXKUBAHUA
OCHOBHOI'O THMKa Ha XpoMmarorpamme
CTaHOAPTHOTO pacTBopa (pasnen
«KonuiecTBeHHOE ONpeaeneHue).

Remarks : The Product confirms to ND/

IMpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
[ToarorosneHo: Pravesh

Checked by /

[poeepeno: Rama Kant

W

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

P

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecneveHue
kayecTBa/OTBETCTBEHHOE JIULIO:

__Cuwit JU\M R
el

Rana Z
Date /

Jara: 30.04.2026

Date /

Jara: 30.04.2026

Date /
Hara: 30.04.2026

Date /
Jara:

2004y -4026
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®HUKAT AHAJIM3A
Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (ketoponak) pacTBop [u1si BHYTPHBEHHOIO M BHYTPUMbILIIEUHOTO BBeACHHS, 30 Mr/mil
Batch No / . V260300 Batch Quantity / _ 454545 ampules /
Cepus Ne ’ O06bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
Ananutudeckuii oT4eT Ne : 890001879612 HaTta ananusa : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoacTBA Togen no
Mfg. License No. /
IpoussoacTeennas : MB/05/264 IR ey : JITT-Ne(008888)-(PT-RU)
JuHnensus Ne Homep PY
Analysis performed according ND / Anaaus nposeaen mo HJL: JITT-Ne(008888)-(PI"'-RU)-170225
Page2 of 7/ Crp. 2 m3 7
Ne Test / IToka3zaTespb Results / PesyabTaThl Specification / Hopma
2b | UV- spectrophotometry*/ UV absorption spectra of the test solution | UV absorption spectra of the test solution
Vo B « | and the solution of the standard sample of | and the solution of the standard sample of
~CneKmpopomomempus Ketorolac Tromethamine in the range from | Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at | 200 to 400 nm should have absorption
322 + 2 nm. / Y®-cnekTpsl MOMOmeHns | maxima at 322 + 2 nm. / V®-crnekTphbl
UCIBITYEMOIO pacTBopa M pacTBopa | MOMIOIIEHHA HCIBITYEMOTO pacTBopa H
CTaHAAPTHOTO obpasua KeTopojiaka | pacTBopa CTaHOapTHOI'O o6pazua
TpomeTaMmuna B oonacti ot 200 10 400 HM | keToponaka TpoMeTaMuUHa B O0ONACTH OT
HMEIOT MakcuMyMbl moromeHus npu | 200 mo 400 HM  JOWKHBI  MMETb
32242 HM. MaKCHUMYMbI [IOTTIOILEHUS PH 32242 HM.
3 Clarity / Ilpo3pauHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of  reference | exceed opalescence of reference
suspension 1. / OnanecueHuys npenapata | suspension I. / OnanecueHuus npenapara
He MPEBbIIIAET OMAJIECLCHIMIO CYCIICH3MH | He JIOJDKHA MPEBbILIATh OMaleCeHIIIO
cpaBHeHu L. CYCTIEH3UH CpaBHEHHU: 1.
4 Color / lIBeTHOCTDH Absorbance should be not more than 0.20
0.04 Abs at a wavelength of 430 nm. /
’ [TornoueHue A0MKHO ObITH HE Oonee 0,20
NpH AnvHe BoaHb! 430 HM.
5 pH 7.2 From 6.9 t0 7.9./0t1 6,9 o 7,9.
6 Particulate matter / Mexannueckue BKIIOYEHUS
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuyanue: IIpoaykT cooTBeTCTBYET TpeOoBaHusaM HJ 3akatouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toaroroeneng: Pravesh ||[Tposepeno: Rama Kant|[[Tporepeno (AOK): person / Ono6peno: ObecneueHue
Rana .k- Amit Kumar kauecTBa/OTBETCTBEHHOE TULO:
%p\d"’/ j\/\ CUNIL  Lumpl
o -—
Date ./ Date / Date / Date / QM V \:{ né
Hata: 30.04.2026 Jata: 30.04.2026 Jara: 30.04.2026 Hara:
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (ketoponak) pactBop juisi BHyTPUBEHHOTO M BHYTPUMBILICYHOTO BBEAEHHUS, 30 MI/m
Batch No / . V260300 Batch Quantity / . 454545 ampules /
Cepnst Ne ) O6bem cepun ' 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTuueckuii oryer Ne : 890001879612 JlaTa aHanu3a : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTta nponsBojacTea I'open o
Mfg. License No. /
Tpoussoncrennas : MB/05/264 L : JITT-No(008888)-(PT-RU)
JuueH3ns Ne Howmep PY '

Analysis performed according ND / Anasaus nposeaen no HJL: JIIT-Ne(008888)-(PI"™-RU)-170225

Page3 of 7/ Crp.3 37

Ne Test / IToka3arenn

Results / PesyabTaThl

Specification / Hopma

6a | Visible particles /
Buaumble yacTHILBI

Complies / CooTBeTcTBYeT

Should be absent. /
JIOMKHBI OTCYTCTBOBATh.

6b | Invisible particles /
HeBuauMbie 4acTULIbL:

i. Particles> 10 pm/ 06 not more than 6000 per ampoule; /
YacTu pasMepom > He 6onee 6000 Ha ammyy;
10 Mkm

ii. particles > 25 pm/ 00 not more than 600 per ampoule. /
4acTHLL pa3MEPOM > He Gonee 600 Ha ammyny.
25 MKM

7 Impurities / [Ipumecn
Impurity A / Tlpumecs A 0.09 % not more than 0.20 % / ne 6osee 0,20 %;

Impurity B / Ilpumecs B

Below LOD (LOD = 0.014 %) / Huxe
npeaena obHapyxenus (ITO = 0.014 %)

not more than 0.50 % / He Gonee 0,50 %;

Impurity C/ ITpumecs C

Below LOD (LOD = 0.010 %) / Hinxe
npenena odHapyxeHus (I1O = 0.010 %)

not more than 0.50 % / ue 6onee 0,50 %;

Impurity D / ITpumecs D

Not detected / He o6HapyxeHa

not more than 0.20 % / ne 6osee 0,20 %.

Remarks : The Product confirms to ND/

Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHuAM HJJ

Conclusion : APPROVED /
3aknwouenue: OJJOBPEHO

Prepared by / Checked by /

IToarorosneHo: Pravesh

[Tposepeno: Rama Kant||[Tposepeno (AOK):

@M\LL@’/ /\ -

Checked by (AQA) /

Amit Kumar

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecrieyeHue
kauecTBa/OTBETCTBEHHOE JIHLLO:

QURIL KUMRA

o

Rana %
Date /

Jara: 30.04.2026

Date /

Hata: 30.04.2026

Date /
Jara: 30.04.2026

Date /
Jara:

_ 0= 0UL02C
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS |\ drreddys.com
CEPTUOUKAT AHAJIM3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon®™ (keToposiak) pacTBop Uisi BHyTPUBEHHOTO ¥ BHYTPUMBILIEYHOrO BBEAeHHMs, 30 MI/Ma
Batch No / . V260300 Batch Quantity / . 454545 ampules /
Cepusa Ne ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTHueckuii otuet Ne : 890001879612 JlaTa ananusza : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoACTBA T'ogen mo
Mfg. License No. /
Hponssoncreentian : MB/05/264 AP Bl : JITT-No(008888)-(PT-RU)
anuenzus Ne Howmep PY

Analysis performed according ND / Ananns nposeaen mo HJL: JITT-Ne(008888)-(PI'-RU)-170225

Page 4 of 7/ Crp. 4 n3 7

No Test / [Toka3aTenb

Results / PesynabTaThl

Specification / Hopma

Individual unidentified
impurity / ExMHIYHas

H3BiexaemMblii 00beM*

10.4 ml/ 10,4 mMn

0.07 % Not more than 0.20 % / He 6osee 0,20 %.
HeuneHTHUIIMPOBaHHAs
IpHMeCh
Total impurities / Cymma 0.2 % Not more than 1.50 % / He 6onee 1,50 %.
npUMecei =
8 Extractable volume®* / Not less than 10.0 ml (collectively

measured volume of 10 ampoules). /

He menee 10,0 mn (06beM, H3MepeHHBII
Ha OCHOBaHMH 00BEIMHEHHOTO
cogepxxumoro 10 amyn).

9 Bacterial endotoxins /

<=0.725 EU/mg

Not more than 5.8 EU/mg of Ketorolac

IToarotoeneHo: Pravesh

[Tposepeno: Rama Kant||[TpoeepeHo (AOK):

Amit Kumar

BakTtepuanbHbie /<=0.725 ED/mr Trometamol. / He 6onee 5,8 ED/Mr
3HAOTOKCHHBI KeTopoJlaka TPOMETaMHHa.
10 | Sterility**/ NA Must be sterile. / JomxeHn ObITh
CrepuabHocTb** CTEPUIIBHBIM.
11 | Assay/ KoauuecTBeHHOe 30.79 mg/ 30,79 mr From 27.0 mg to 33.0 mg of Ketorolac
ompeaesieHne Trometamol per 1 mL. / Ot 27,0 Mr zio
33,0 Mr keTopoaka TpoMeTaMoa B 1 ML
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Ipoaykr cootsercTBYeT TpeboBanuam HJI 3axkmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized

person / Onobpeno: Obecnieuenne
kayecTBa/OTBETCTBEHHOE JIMLLO:

Hara: 30.04.2026

Hara: 30.04.2026

Hata: 30.04.2026

Rana
/l *}d} A Aumie Ky™MiaL
b P (o
Date / Date / Date/ Date / &0 A (,1, <M

Jara:

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emzail: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-0Z

CERTIFICATE OF ANALYSIS  ,, drreddys.com
CEPTHUOUKAT AHAJIM3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Keropon” (ketoponak) pactBop /1jisi BHYTPUBEHHOIO M BHYTPHMBIIIEYHOro BBeAeHHUS, 30 Mr/Mil
Batch No / . V260300 Batch Quantity / . 454545 ampules /
Cepus Ne ' O6bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
AHajJuTHYecKui oTyeT No : 890001879612 JlaTa ananusa : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoACTBA I'ogen o
Mfg. License No. /
IpousBoacTBenHas : MB/05/264 LA b e : JITI-Ne(008888)-(PT-RU)
Jnuensus Ne Homep PY

Analysis performed according ND / Ananus nposeaen mo HJI: JITT-Ne(008888)-(PI"-RU)-170225

yNaKOBKH

glass ampoules. A cut ring and point in the
upper part of ampoule. A label is attached
to ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blister in a carton pack. /

ITo 1 M1 B ammyJjbl U3 CBETO3AIMTHOTO
CTeKJ1a TEMHO-KOPUYHEBOTO LIBETA Kilacca
I. B BepxHEH 4acTM amIysibl HAHECEHSHI
KOJIBLIO M TOYKA 1714 pa3noma. Ha amnyny
HaKJIEUBAIOT STUKETKY.

[Io 10 amnyn BmecTe C JIMCTKOM-
BknanpiuneM B [IBX/amromuHHeBbIH
6nucrep. Ilo 16aucrepy B mauky
KapTOHHYO.

PageSof 7/Crp.5m3 7
Ne Test / [TokazaTenb Results / Pe3ysibTaThl Specification / Hopma
12 | Ethanol content / 3Tanon 11.97 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) mno 13,10 % (06/06).
13 | Packaging / Onucanue 1 mL in class I light-shielding dark amber | 1 mL in class I light-shielding dark amber

glass ampoules.

A cut ring and point are in the upper part
of ampoule. A label is attached to
ampoule. 10 ampoules and a patient
information leaflet in a PVC/aluminum
blister.

1 blister in a carton pack; for in-patient
facilities: 2, 3, 5 blisters in a carton pack.
/

[To 1 M B aMmyJBl U3 CBETO3ALIMTHOIO
CTeKJIa TEMHO-KOPHYHEBOTO L[BeTa Ki1acca
I. B BepXxHeH 4acTM ammyJsibl HaHECEeHBI
KOJIBLO M TOUKa Julst pasnoma. Ha ammyiny
HaKJIEHUBAIOT ITHKETKY.

Ilo 10 ammyn BMecTe C JIMCTKOM-
BiIagelieM B [IBX/anroMuHUEBBIH
Onucrep. Ilo 1 6nmcrepy B nauky
KapTOHHYIO; 011 cmayuoHapog. 1o 2, 3, 5
OJIUCTEPOB B MAUKY KAPTOHHYIO.

Remarks : The Product confirms to ND/

IIpumeuanne: Ilpoaykr cooTBeTcTBYET TpeGoBaHusM HJI

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[ToaroTorneHo: Pravesh [|[Tposepero: Rama Kant||[Tposepeno (AOK):
Rana Amit Kumar

e

pr

Approved by: Quality Assurance/Authorized
person / Ono6peno: ObecneveHue
xauecTBa/OTBETCTBEHHOE JULIO:

QUL KU~ATYL

(v

Date /

Jara: 30.04.2026

Date /

Jara: 30.04.2026

Date /
Jara: 30.04.2026

Date /
Jara:

Q004 X

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500C34, Telangana, India
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJIN3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (ketoponak) pacTBop [yisi BHyTPMBEHHOIO ¥ BHYTPHMBIIIEYHOTO BBEAeHHS, 30 Mr/mn
Batch No / . V260300 Batch Quantity / . 454545 ampules /
Cepus Ne ) Oo0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHaJIuTHYeCKHH oTyeT No : 890001879612 Jara ananun3za : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoACTBa T'ogen a0
Mfg. License No. /
Ipoussoacreenuas : MB/05/264 il : JITI-Ne(008888)-(PT-RU)
Juuen3us Ne Homep PY

Analysis performed according ND / Ananus nposeaen mo HJI: JIII-Ne(008888)-(PI"-RU)-170225

Page 6 of 7/ Ctp. 6 u3 7

* Tests are not performed during the stability investigation. / * McnbITanus He NpOBOAAT B XO/I€ UCCIIEA0BAHH

CcTabMIIBHOCTH.

** Release quality control of the perfoman:

ce is carried out for every 15th batch. / ** [Ipu Beinmycke npenapara

KOHTPOJIb Ka4ecTBa MO MoKa3aTest0 MPOBOAUTCA s ka0 15-oif cepuu.

API name / Haumenosauue ADPC:

Ketorolac Trometamol / KeToponaka TpoMmeTamon

I'd:

INN / MHH: Ketorolac / Ketoposak
API manufacturer batch number / IKTMO721125
Homep cepuu nponssoautensa ADC:

FP Manufacturer API Batch number /

Howmep cepun cyGcTaHLInK NPON3BOANTEIS FESA00653

API Manufactured by & country/
Ipoussoautenn ADC, crpana:

Symed Labs Limited, India /
CaiiMmen JIa6c¢ Jlumuren, Unaus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaumeHoBaHue, agpec, JULEH3HS 1J15
IIpousBoacTBeHHas miowaaka / Ilnouanka
KOHTpo.s KayecTsa / [Inowmaaka Bbinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
Ji-p Penpnn’c Jlabopatopuc JIta., Unpus, [IpousBoacTBEHHOE NoApaseieH1e-6,
Bunn. Kxoue, Hanarapx Poya, bagnu, Juctpuxt Conan, X.I1., 173205, Unaust
(nunensus Ne No MNB/05/263

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanne: [Tponykr cootBercTByeT Tpebosanmim HJL

3akmouenne: OJOBPEHO

Prepared by /
[ToarorosneHo: Pravesh
Rana

Checked by /

[Iposepeno: Rama Kant

B

Checked by (AQA) /
[Tposepeno (AOK):
Amit Kumar

=

Approved by: Quality Assurance/Authorized
person / Ono6peno: ObecneyeHue
kauecTBa/OTBETCTBEHHOE JIULIO:

CUNIWL RUMATL
(A

Date /
JlaTta: 30.04.2026

Date /

Hara: 30.04.2026

Date /
Jara: 30.04.2026

Date /
Jlara:

200Y 40
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) =) Formutation Unit-6
Dr. Reddy S ‘..' Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
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CEPTUOHUKAT AHAJIU3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Keropoa™ (keroponak) pacTBop /Uis BHYTPHBEHHOIO W BHYTPHMBIILEYHOTO BBeAeH s, 30 Mr/ma
Batch No / . V260300 Batch Quantity / . 454545 ampules /
Cepus Ne i O6bem cepuu ' 454545 amnyn
Analytical Report No / Date of Analysis /
AnajguTHYeckuid oryer No : 890001879612 JlaTa ananusa : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoACTBA I'onen 1o
Mfg. License No. /
Tponssoncreennas : MB/05/264 P e : JI[-Na(008888)-(PI"-RU
JHueH3ua Ne Homep PY o( ) )

Analysis performed according ND / Anamus nposenen mo HJI: JIIT-Ne(008888)~(PI"-RU)-170225

Page 7 of 7/ Ctp. 7u3 7
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 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». /

3akJ0ueHre 0 cOOTBeTCTBHM: «HacToALMM A NOATBEP)KAAID, YTO NPHMBEACHHAA Bhille HHOOPMaLKA SABIAETCA JOCTOBEPHOH U
TOYHOH. DTa cepust NMPOAYKLHHM NpoU3BeAeHA (BKIIOYas yNakoBKY (MapKUPOBKY) M KOHTPOJb KayecTBa) Ha BhIIICYKAa3aHHOM
NPOU3BOACTBEHHOM ruromaake (MIoLaakax) B IOJIHOM COOTBETCTBUH ¢ TpeOOBaHMAMH [IpaBuil Hajnexalei Mpou3BOACTBEHHOMN
npakTuky EBpa3suiicKOro 3KOHOMHYECKOIO COH3a W TpeOOBaHWAMH KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPENCTB, a TAKXKE B
COOTBETCTBHHM CO CHEUM(PUKALMAMU, COAEPKAILUMHCSA B PETHCTPALMOHHOM JIOChE CTPaHbI-UMIIOPTEpa. 3allUCH MO MPOU3BOACTBY,
yNakoBKe M aHaJW3y IPOBEPEHbl, U YCTAHOBJIEHO KX COOTBETCTBME TpeGoBaHusM [IpaBuil Hajjiexalleil MpPOU3BOACTBEHHOM
npakTHku EBpasuiickoro 3KOHOMUYECKOTO COK03a.
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